Ameridose, LLC —
Application for a New Store — 50 Fountain
Street (2006)
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The Commonwealth of Massachusetts T ROMNEY
-Executive Office of Health and Human Service KERRY HEALEY
Department of Public Health LIEUTENANT GOVERNOR !
Division of Health Professions Licensure TIMOTHY R. MURPHY :
. SECRETARY )
Board of Registration in Pharmacy PAUL J. COTE, JR..
239 Causeway Street, Suite 200, 2" Floor ﬁm;iﬁ'?
BOStOﬂ, MA 02114 DIRECTOR KAS

(800) 414-0168 (office) | 6179730983 (fax) 400 ¢ 900
http://www.mass.govireg/boards/ph i

BOARD OF
APPLICATION FOR A NEW STORE PHARMACY

- Thereby apply for a permit to operate a store for the transaction of retail drug business in accordance with the provisions
of Chapter 112, General Laws.

$351.00 licensure / application fee. Make check or money order for $351.00 payable to the Commonwealth of
Massachusetts. This fee is non-refundable. L :

1. Legal Name of Business. Ameridose, LL.C

2. Full Business Address (Street Address, City, State and Zip). 50. Fountain Street, Framingham, MA 01702

3. Area Code and Teleﬁhone Number. 508-656-2653

4. All rade or business names (“D.B.A.” names) used ‘by same Corporation or by License. Ameridose, LLC

5. Type of ownership or operation (i.e., sole proprietorship; partnership, corporation). Limited Liability Compé.ny
alLI(fj')comoration; please submit articles of corporation. Please see Attachment “A”

5. Names(s) and Social Security Number(s) of the owner(s) and/or operator(s) of the licensee. Please
indicate type of ownership - Partnerships: the name of each partner and name address of partnership;




10.

11.

12.

14.

15.

16.

17.

Corporations: the name and title of each corporate officer and director, the corporate names, name and
address of parent company, if any, and the State of incorporation; Sole Proprietorship: the name of the sole
proprietor and the address of the business entity. Please see Attachment “B”

7. Namé of registered pharmacist charged with the management of the pharmacy. Sophia Pasedis, RPh, PharmD.

Registration mumber of above manager. 20217
Name(s) and registration number(s) of staff pharmacist(s) employed at pharmacy. Sophia Pasedis, RPh, PharmD.

Have any of the applicant(s) and/or managers-in-charge had: 1) any convictions related to the distribution

of drugs (including samples); 2) any felony convictions; 3) any suspension(s) or revocation(s) or other
sanction(s) by federal, state or local governmental agency of any license or registration currently or previously
held by the applicant or license for the manufacture, distribution, or dispensing of any drugs, including controlled
substances? NO

Have any applications for licensure been denied by any federal or state agency including any
state board of pharmacy? NO

List and explain. Attach additionald sheets if necessary. N/A

The applicant/licensee must notify the Board in writing of any changes in ownershlp or management within
thirty (3 O) days of such change(s).

Soclal Secunty Number (Mandatory). i g _
Pursuant to M.G.L. c. 62C, 5. 474, the Division of Registration is required to obtain your social security number
and forward it to the Department of Revenue. The Department of Revenue will use your social security number
to ascertain whether you are in compliance with the tax laws of the Commonwealth.

- List any licenses/certifications you hold in the United States or any country or foreign jurisdiction and the

state/jurisdiction from which the license/certification was originally issued. Please attach a certificate of standing
from each state or jurisdiction in which you are licensed/certified, indicating the status of your license and any
relevant disciplinary information. Massachuseits Registered Pharmacist License #20217, Attachment “C »

Has any disciplinary action been taken against you by a licensing/certification board located in the United States
or any country or foreign jurisdiction? Yes: 0 No: X
If yes, please state the details (use a separate sheet if necessary). N/A

Are you the subject of pendmg disciplinary actions by a licensing/certification board located i in the United States
or any country or foreign jurisdiction? Yes: [ No: X
If yes, please state the details (use a separate sheet if necessary). N/A

Have you ever voluntarily surrendered or resigned a professional license to a hcensmg/ certification board in the
United States or any country or foreign jurisdiction? Yes: 0  No: X
If yes, please state the details (use a separate sheet if necessary). N/A

Have you ever applied for and been denied a professmnal license in the United States or any country or foreign

jurisdiction? Yes: 0 No: X
If yes, please state the details (use a separate sheet if necessary). N/A



18. Pursuant fo Board Regulations at 247CMR & 6.01(3), The Board shall not register nor perﬁ:lit ownership of
a pharmacy or pharmacy department by a practitioner with prescriptive privileges. By signing this
application the applicant certifies that none of the owners, directors or officers have prescriptive privileges.

A ffidavit (must be completed and notarized)

Pursuant to M.G.L. c. 62C, 5. 49A, I certify under the penalties of perjury that I, to the best of my
knowledge and belief, have filed all state tax returns and paid all state taxes requn'ed under law.,

The applicant certifies that each person employed in any preseription drug distribution activity has the educatmn,
training, and experience, or any combination thereof, sufficient for that person to perform the assigned functions in
such a manner as to provide assurance that the drug product quahty, safety, and security will at all times be’

maintained as required by law.

T hereby state that T am the person atthorized to sign this apphcatmn for all 11censurf: that all statements are true and

correct in all respects and are made undcﬁnalﬁes of pegury.
“""\.A. | 7 En . li i

Slgnature of pharma 01st who is t@ﬂﬁanage the pharmacy or pharmacy department
o .

April /A, 2006
Date

I '. '. 'Noarnih er-of the Manager of Record

Swom and subscribed before me this f L’I’% day of 1’912 ) ,Qﬁg ¥ 2(5
My commission expires Ja/ Y ) QQLLLUE_ /@i ‘LZI,QMU«LA/\

Pubhc

To be completed by the Board: Check $ 3 ﬁ Z Date. é@ﬁ é Number é( /7




Received

APR 25 2006

BOARD OF
PHARMACY

Application for

Registration to Manage and

Operate a New Community
- Pharmacy

Ameridose, LLC
50 Fountain Street
Framingham, MA 01702
508-656-2653
fax 508-872-0044

Ameridose...Enhancing Public Health, Welfare and Safety




The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure

Board of Registration in Pharmacy

oY 239 Causeway Street, Suite 200, 2™ Floor
KERRY HEALEY Boston, MA 02114
HELTENANT GOVERNOR (800) 414-0168 (office) / 617-973-0983 (fax)
T'MOQS'R'E}T.KRPHY http://www.mass.gov/reg/boards/ph

PAUL J. COTE, JR.
COMMISSIONER

JEAN K. PONTIKAS
DIRECTOR

APPLICATION FOR REGISTRATION TO MANAGE AND OPERATE
ANEW COMMUNITY PHARMACY

(1) In order to be registered by the Board to manage and operate a pharmacy or pharmacy
department and be issued a permit to do so, the registered pharmacist who shall be responsible

. for the management and operation of the pharmacy or pharmacy department shall obtain and
submit to the Board an application for registration to manage and operate a pharmacy or
pharmacy department available from the Board. A completed application shall be:

(a) fully and properly completed and signed, under the penalties of perjury, by the o
pharmacist who 1s to manage and operate the pharmacy or pharmacy department;

(b) accompanied by a statement of the scheduled hours during which the pharmacy or
pharmacy department is to remain open, including the time of opening and closing during
regular business hours for each day of the week; Attachment “D”

(c) accompanied by an application, available from the Board, for a Massachusetts

controlled substance registration; v

(d) accompamed by an application, available from the Board, for a certificate of fitness, 1f
applicable;

"Commonwealth of Massachusetts Board of Registration in Pharmacy™; and

v
(e} accompanied by a check or money order made payable, in the proper amount, to the '/
v’

(f) accompanied by any additional information as determined by the Board.

(g) accompanied by an official blueprint or certified architectural plans drawn to scale clearly
designating both the prescription and patient consultation areas (pharmacy department v
shall be outlined in RED). . '

(2) A completed application to operate a pharmacy shall include:

(a) a copy of the corporation's Articles of Organization, signed and sealed by the -
Secretary of State if the corporation is incorporated in the Commonwealth;




(b) a copy of the corporatlons Foreign Corporation Certificate, signed and sealed by the
Secretary of State pursuant to M.G.L. ¢. 181, § 4, if the corporation in incorporated in /
another state;

(c) a statement of the name and address of each officer and director of the corporatlon o
and the position held; .

(d) the d/b/a name of the corporation; and nla

(f) if the corporation is not publicly owned, the total amount and type of stock issued to -
each stockholder and the names and addresses of said stockholder(s).

(3) The Board shall not register nor permit ownership of a pharmacy-or pharmacy department by
a practitioner with prescriptive privileges.

(4) Before acting upon any application for registration to manage and operate a pharmacy or
pharmacy department, the Board may require a hearing and, if requested to do so, the applicant
shall personally appear before the Board to answer questions to enable the Board to determine
that issuance of a permit would be in the best mterests of the public health, welfare and safety as
set forth in M.G.L. ¢. 112, § 39. '

v

(5) The Board may require an inspection of the pharmacy or pharmacy department before final
approval of the application is granted. All proposed pharmacies and pharmacy departments shall
comply with the following requirements: '

(2) No application for registration to manage and operate a pharmacy or pharmacy
department shall be approved unless, upon inspection, the following is maintained on the
pharmacy premises:

v

1. a current copy or electronic version of the Massachusetts List of Interchangeable Drugs o
(MLID), including the Orange Book, Additional List, Exception List, and the latest
supplements thereto;

2. a cument copy or electronic version (with quarterly updates) of a compendia .
appropriate to the practice setting approved by the pharmacist manager of record.

3. a current copy or electronic version of Board Regulations 247 CMR 1.00 et seq.';

4. a balance capable of accurately weighing quantitics as small as 13 milligrams, which v
balance shall be tested and sealed by the state or local sealer of weights and measures -
annually;

5. the equipment necessary to conduct the practice of pharmacy according to the -
standards set forth by most current edition of the United States Pharmacopoeia;

6. prescription labels which bear the name and address of the proposed pharmacy; v

7. appropriate sanitary appliances, including a suitable sink which shall be equipped for
hot and cold running water and which shall be situated in or near the area in which +~
prescriptions are to be filled;




8. whenever applicable, at least one bound book for recording sales of controlled
substances which may be sold over-the-counter without a prescription; and

9. whenever applicable, at least one book for recording sales of alcoholic beverages and
signatures of the purchasers of these beverages.

(b) There shall be within every pharmacy or pharmacy department a prescription area of
not less than 300 square feet to accommodate the appropriate pharmaceutical equipment,
apparatus, and supplies, and to facilitate the proper preparation and compounding of
prescribed medications. This area shail provide for an arrangement and storage of drugs
that is calculated to prevent their accidental misuse.

(c} Any pharmacy or pharmacy department which cstablishes a central intravenous
admixture service (CIVAS) shall, in addition to the 300 square feet required by 247 CMR.
6.01(6)(b), provide for a separate room referred to as a "clean room" apart from all other
areas of the pharmacy or pharmacy department. This clean room shall meet the following
requirements:

1. There shall be a minimum working area of 72 square feet;

2. it shall be closed on all sides except for a door and an opening to allow for the passage
of materials; :

3. it shall have a laminar flow hood with either vertical or horizontal air flow;

4. the laminar flow hood standards of operation of HEPA (High Energy'Particulate Air)
filters and prefilters must be determined and certification shall be made annually by a
Board-approved hood certification service; :

5. the Board shall be notified before beginning opera’aon of the clean room to verify hood
certification;

6. the area of the clean room shall be under continual posmve pressure unless the hood is
self-venting; and

7. applications for construction of a pharmacy with a clean room rececived after
September 30, 1996 shall show the clean room located directly adjacent to the
prescription area/department.

(d) Patient Consultation Area.

1. A pharmacy must provide a designated consultation area, with signage stating "Patient
Consultation Area", designed to provide adegunate privacy for confidential visual and
auditory patient counseling. The private consultation arca must be accessible by a patient
from the outside of the prescription dispensing area without having to traverse a
stockroom or the prescription dispensing area.

2. 247 CMR 6.01(5)(d) shall be effective for all new or relocating pharmacies on April 1,
2005. All existing pharmacies must comply with 247 CMR 6.01(5)(d) by January 1,
2007.

S
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(6) The Board shall issue a permit indicating the pharmacy or pharmacy department’s
registration number if the Board finds, in its reasonable discretion, that approving the application
would be consistent with the best interest of public health, welfare and safety.

- (7) All fees submitted to the Board in connection with an application for registration to operate a
pharmacy or pharmacy department, which are reviewed and acted upon by the Board, are
nonrefundable :

Please be advised that no pharmacy and pharmacy department shall begin to operate until the application has
been approved by the Board and: 1) the pharmacist Manager of Record has received from the Board a permit
number to manage and operate the pharmacy and or pharmacy department, and 2) has received a controlled
substances registration number.

For complete information regarding relocation regulations, please refer to 247 CMR 6.01 & 6.02. If additional
information is necessary, please contact the Board office at (800) 414-0168.

To obtain a DEA number, please contact the Drug Enforcement Adnunistration (DEA) office for an application. The
address is: J.F.X. Federal Building :

Drug Enforcement Administration

Room E400

15 New Sudbury Court .

Boston, MA. 02203-0131

(617) 557-2200

v

v’
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Seate House; Bostor; Massachusetts 02738

william Francis Galvin

Secretary of the

Commonwealth

April 10, 2006
TO WHOM IT MAY CONCERN:

I hereby certify that a certificate of organization of a Limited Liability Company was
filed in this office by :

AMERIDOSE, LLC

_in accordance with the provisions of Massachusetts General Laws Chapter 156C on February 8,

2006. -

I further certify that said Limited Liability Company has filed all annual reports due and
paid all fees with respect to such reports; that said Limited Liability Company has not filed a
certificate of cancellation or withdrawal; and that, said Limited Liability Company is in good
standing with this office.

T also certify that the names of all managers listed in the most recent ﬁﬁng are:
GREGORY CONIGLIARO, BARRY J. CADDEN

I further certify, the names of all persons authorized to execute documents filed with this
office and listed in the most recent filing are: GREGORY CONIGLIARO, BARRY J.
CADDEN

‘The names of all persons authorized to act with respect to real property listed in the most
recent filing are: GREGORY CONIGLIARO, BARRY J. CADDEN

In testimony of which,
I have hereunto affixed the
Great Seal of the Commonwealth

on the date first above written.

Sccretary of the Commonwealth

Processéd By:MT
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AMERIDOSE, LLC ' _
CERTIFICATE OF ORGANIZATION FEB J 8 2006
SECAF iNe et . TLEH
[ S R R SF

Pursuant to the provisions of the Massachusetts Limited Liabilify Company Act {the “Act’™)
the undersigned hexeby certifies as follows:

1. Name of the L imited L iability C ompany. The name of the limited lability
company formed hereby (the “Company™) is Ameridose, LLC,

2. Office of the Limited Liability Company. The address of the office of the
Company in the Commeonwealth required to be maintained by Section 5 of the Act is 50 Fountain
Street, Framingham, MA 01702. ‘ :

3. Agent for Services of Process. The name and address of the resident agent for
services of process for the Company is Gregory Conigliaro, 50 Fountain Street, Framingham, MA
01702.

4, Date of Dissolutien. The Company is to have no specific date of dissolution.

5. Manager. The Managers are:

Gregory Conigliaro
50 Fountain Street
Framingham, MA 01702

Barry J. Cadden
50 Fountain Street
Framingham, MA 01702

6. Execution of Documents, = Fither Manager is authorized to execute any documents
to be filed with the Secretary of State of the Commonwealth of Massachuseits.

7. Business of the Cempany.

(2) To provide unit dose repackaging services;

(®)  To exercise all other powers necessary to or reasonably connected with the
Company's business that may be legally exercised by limited liability companies

under the Act; and

(c)  Toengageinallactivities necessary, customary, convenieilt, orincident to any of the
foregoing.

8. Execution of Documents Relating to Real Property. Either Manager is authorized




LI |

to execute, acknowledge, deliver and record any recordable instrument on behalf of the Company
purporting to affect any interest in real property, whether to be recorded with a registry of deeds ora
district office of the Land Court. ‘

IN WITNESS WHEREOF,' the undersigned hereby afftrms under the penalties of perjury
that the facts stated herein are true, this _&_ day of February, 2006,




Check/Voucher # | L7

The Commonwealth of Massachusetts
Limited Liability Company
.+ - - - {General Laws, Chapter 156C)
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"3 = 3 Filedthis_ §  day February, 2006
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William Francis Galvin
Secretary of the Commonwealth

Name Toa7wsy O Thmiin -

Phone ___6:/7 %4y 25p1




Ameridose, LL.C
50 Fountain Street, Framingham, MA 01702
| Tel: 508-656-2653
Fax: 508.872-0044

1YPE QF OWNERSI—HP -
Limited Liability Company
Organized m the Commonwealth of Massachusetts

COMPANY OPERATORS/MANAGERS

. Gregoty A. Conigliaro, Manager

Barty J. Cadden, R. Ph., Manager

' LLC OWNERS

1. Carla R. Conigliaro
Ownership: 55% membership interest

2. BarryJ. Cadden, R. Ph. _
Ownership: 17.5% membership interest

3. LisaM. Conigliaro Cadden, R. Ph.
Ownership: 17.5% membetship interest

4. Gregory A. Conigliaro
Ownership: 10% membership interest

Attachment
“B”
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MITT ROMNEY
GOVERNOR

KERRY HEALEY
LIEUTENANT GOVERNOR

TIMOTHY R. MURPHY
SECRETARY

PAUL J. COTE, JR.
COMMISSIONER

JEAN K. PONTIKAS
DIRECTOR

The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health

~ Division of Health Professions Licensure

Board of Registration in Pharmacy
239 Causeway Street, Suite 200, 2™ Floor
‘Boston, MA 02114
(800) 414-0168 (office) / 617-973-0983 (fax)
hitp://iwww.mass.gov/reg/boards/ph

ot
“,_l’

PHARMACY HOURS

Name of Store: Ameridose, I.I.C

Street: 50 Fountain Street

City or Town: Framingham Zip Code: 01702

Phone Number: 508-656-2653

Monday
Tuesday
Wednesday
Thursday

- Friday
Saturdajr

Sunday

Total Hours Per Week:

April 14, 2006
Date

Open ‘ Close Hours

8:30 am 5:30 pm 9
8:30 am 5:30 pm 9
8:30am - 5:30 pm 9
8:30 am 5:30 pm | 9
8:30 am 5:3b pm _ 9
Closed Closed 0
Closed Closed 0
45

~, \/—fp
S (;mc,,?

Attachment
chab

Signature of Manader of Record or Buly Authorized Representative

Sophia Pasedis, RPh, PharmD.
Print Full Na_me




Application for
Certiﬁcate of Fitness

Recelved
s8R 25 Attt

BOARD OF
PHARMACY

Ameridose, LLC
50 Fountain Street
'Framingham, MA 01702
| - 508-656-2653
fax 508-872-0044

Ameridose...Enhancing Public Health, ’Welfare and Safety
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The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure

M ovemNoR | Board of Registration in Pharmacy
| KERRYHEALEY 239 Causeway Street, Suite 200, 2™ Floor ;
Ty R kR Boston, MA 02114 Received
SECRETARY (800) 414-0168 (office) / 617-973-0983 (fax) o
PAUL J, COTE, JR. http://www.mass.gov/reg/boards/ph R 2D llihy
COMMISSIONER -
JEAN K. PONTIKAS BOARD OF
DIRECTOR _ ' PHARMACY

APPLICATION FOR A CERTIFICATE OF FITNESS
Manager of Record Must Complete Apphcatmn Fee $120.00

I, Sophia Pasedis (name), at 508- 656—2653 (telephone), of 50 Fountam Street (street address), Framingham (c1ty)
MA (state), 01702 (zip code), a registered pharmacist, certificate mumber 20217 being now

actively engaged in conducting a retail drug business as sole owner or Manager of Record for the firm /

corporation of Ameridose, LLC do hereby apply for CERTIFICATE OF FITNESS, claiming to be a proper person to
be entrusted with the authority to:

1) Use alcohol for the manufacture of United States Pharmacopeia and Natmnal Formulary preparations and all
medicinal preparations unfit for beverage purposes,
2) 'Sell, in accordance with the laws of the Commonwealth, alcohol and alcoholic liquors, and that the public good -
* will be promoted by the pranting of such lcense.

[ have $0 (give dollar amount) invested in said retail business and will comply with the laws of this Commonwealth and
the regulations of the Board relating to the use and sale of the alcohol and alcoholic liquors.

I certify that T have not been convicted of a violation of said laws within one year prior to the date of this application.

I agree to notify the board at once if T cease to conduct the retail drug business at the above location and will return the
certificate issued thereon.

Signed g&?g?

Date: April 14, 2006

Please submit non-refundable check or money order for $120.00 payable to the Commonwealth of
Massachusetts.

- Please do not-write below this line -

Check f’;}z‘) M.O.
Nurnber ﬁ Je Date xfj/ 7—// 07




| Application' for
Mass. Controlled Substance

Registration
Receiveq
APR 25 2006
PHA,
Ameridose, LLC

50 Fountain Street
Framingham, MA 01702
508-656-2653
fax 508-872-0044

Ameridose...Enhancin g Public Health, Welfare and Safety



The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure

MITT ROMNEY . . . |
GOVERNOR Board of Registration in Pharmacy

. KERRY HEALEY 239 Causeway Street, Suite 200, 2" Floor
TIMOTHY R. MURPHY BOS’[OI‘I-, MA 02114 RE car
SECRETARY (800) 414-0168 (office) / 617-973-0983 (fax) "'€CeIyg,
>AUL J. COTE, JR. : :
PAUL J. COTE, | http://www.mass.gov/reg/boards/ph 4 PR 25 5
JEAN K. PONTIKAS _ 20 o
DIRECTOR o ARD OF
PHARMA Gy
APPLICATION FOR MASS. CONTROLLED SUBSTANCE REGISTRATION
¥EE: $151.00 .
Cash Check téé / i/ 7
No. /l 5 é Date _;{/){/5% _ M.O.
Please do not write above this line
I here apply for Registration under Mass. Conirolled Substances Act-M.G.L. 94C Section 7.
Applicant Name (corporation) Ameridose, LLC
Business Address: 50 Fountain Street .
(No. and Street)
Framingham, MA 01702
(City or Town) (State) (Zip Code)
' Registration Classification:
(@ X Retail Drug Store (b} . ‘Wholesale/Mfg/Dist.

(c) Hospital/Clinic/Inst. (d) ' Nuclear

FEIN # 20-4253511




Drug Schedule

Schedule II Schedule I (X) Schedule IV (X ) Schedule V. (X ) Schedule VI

{ X)) Non-Narcotic  { X ) Non-Narcotic
( X') Narcotic ( X) Narcotic
Current drugstore permit No._pending 3 Current Wholesale Druggist License No. n/a

Signature of Apphcant /Mmﬁ e
o’ (Omel\;z{f fac111ty mus{ sign a‘ﬁphcatmn)

Please submit check or money order for $151.00 payable to the Commonwealth of Massachusetts.

WARNING:

In accordance with Chapter 94 M.G.L. Sec 13, the Board of Registration in Pharmacy in the case of a retail drug
business or wholesale druggist, may suspend or revoke a registration to manufacture, distribute, dispense or possess a
‘controlled substance after a hearing pursnant to the provisions of Chapter 34A and upon finding that the registrant has
furnished false or fraudulent mformatmn in any application filed under the provisions of Chapter 94C.




Ameridose, LLLC

50 Fountain Street, Framingham, MA 01702
508-656-2653, fax 508-872-0044

- April 25,2006

Charles R Young -

Executive Director Rec BIVEd '
Massachusetts Board of Registration in Pharmacy
239 Causeway St APR 25 Zﬂﬂh
Boston, MA 02113

' B0ARD OF
Dear Mr. Young, PHARMACY

Please find attached our Application for Registration to Manage and Operate a New
Community Phatmacy as well as supporting applications and drawings.-

We are confident that our services will fill an urgent need in the Massachusetts
healthcare environment and enhance public health, welfare and safety.

I may be reached at 508-656-2633 should you require further mformaﬂom Thank you for
your consideratton.

Sincerely,

AMERIDOSE, LLC.

Gtego ~Conigharo
Manager

Ameridose.. . Enhancing Public Health, Welfare and Safety




Received
LPR 25 2006

BOARD OF
PHARMACY

Petition for a Waiver of the

Provisions of 247 Licensure
of a Pharmacy and or

Pharmacy Department

Ameridose, LLC
50 Fountain Street
Framingham, MA 01702
508-656-2653
fax 508-872-0044

Ameridose...Enhancing Public Health, Welfare and Safety




The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure

MITT ROMNEY
GOVERNOR

KERRY HEALEY - Board of Registration In Pharmacy |
HEUTENANT GOVERNOR 239 Causeway Street, Suite 200, Boston, MA 02114

TR (800) 414-0168 (office) / 617-973-0983 (fadjeCeIvEd
PAULJ. COTE, JR. hitp://www.mass.gov/reg/boards/ph APR 25 2006
JEAN K. PONTIKAS

DIRECTOR BOARD OF

PETITION FOR A WAIVER OF THE PROVISIONS OF 24BHARMACY
LICENSURE OF A PHARMACY AND OR PHARMACY DEPARTMENT

Application to be completed by the registered pharmacist who is or shall be responsible for the management
and operation of the pharmacy and or pharmacy department.

Pursuant to 247 CMR (14.01), I hereby apply for a special or limited use pharmacy or pharmacy department
permit because the type of pharmacy practice is of a special, limited or unusual nature as compared to regular
pharmacy services.

Name of pharmacy and or pharmacy department: Ameridose, LLC

Location: 50 Fountain Street, Framingham, MA 01702

Phone number: 508-656-2653

Contact Person: Sophia Pasedis, RPh, PharmD

Please use separate sheets to complete the following and attach sheets to application:

1. List the regulatory requirements(s) for which a waiver is requested and provide an explanation as to why
each regulation should not apply to the pharmacy/pharmacy department.

2. Explain the compelling public interest that would be served by the granting of a waiver.
- 3. Explain why adherence to the regulation(s) would be impractical and unduly burdensome.

4. Inchdea comprehensive statement of the policies and procedures of the proposed operation, including
safeguards to protect the public health, welfare and safety.

Before acting upon any petition the Board may require the applicant to personally appear before the Board to
answer questions that would enable the Board to determine that the issuance of a permit would be in the best -
interest of the public health, welfare and safety and adherence to 247 CMR would be unreasonable.




Upon the granting of a waiver and issuance of a special or limited-use permit, the Board will issue a written
finding that recites the specific Board regulations(s) which are being waived, the reasons the Board is waiving
- the regulation(s) at issue, and lists and contingent restrictions under which the pharmacy or pharmacy
department may operate.

T declare that the statement and answered herein-contained are true and are made under the pains and penalties
of perjury. ' ‘

ST e F-yef- 06

Signatui‘é of pharmacks{ manager of record Date




Petition for a Waiver-of the Provisions of 247 Licensure of a
Pharmacy and or Pharmacy Department

1. List the regulatory requirements(s) for which a waiver is requested and provide an explanation as to why each regulation
should not apply io the pharmacy/ pharmacy department.

247 CMR 6.02 (4) — The pharmacy or pharmacy department shall maintain on premise at all times
a sufficient variety and supply of medicinal chemicals and preparations which ate necessaty to
compound and dispense commonly prescribed mediations in accordance with the usual needs of
the community

We are requesting a waiver to the above proviston. It is our opinion that Ameridose’s pharmacy
practice is of a special limited or unusual nature compared to the regular retail pharmacy.

2. Explain the compelling public interest that would be served by the granting of a waiver.

Ameridose serves the public interest by offering high quality sterile IV admixtutes, TPNs and
tepackaging services to hospital pharmacy departments, clinics and physician’s offices - our
community. Ameridose will not service the public directly. We do not intend to maintain or
dispense all standard prescription medications as may be found in a typical retail pharmacy setting.
Rather, we will be a conduit to improved patient care and safety by offering high quality
medications to the above entities subject to factors such as beyond use dating and other safety
considerations. ' :

The need for our services has spawned from the rapidly changing regulatory environment which
the pharmacy departments and clinics are now tasked to manage, meluding JCAHO and USP
tequirements. As a result, hospitals and clinics are seeking to outsource these critical services.
‘Our trained registered pharmacists and certified technicians will be able to concentrate on
preparing the highest quality medications, while our clients will be freed up to focus on the needs
and cate of their patients, which is what they do best. The setvices provided by Ameridose to
healthcare institutons, clinics and physicians across the Commonwealth is urgently needed and
will absolutely enhance public health, welfare and safety. '

3. Explain why adberence to the regulation(s) wonld be tmpractical and unduly burdensome.

The regulation in question is impractical and unduly butdensome in this instance - we will be
unable to offer all prescription medications typically found in a retail pharmacy and/or available
from a2 wholesaler. Due to the specialized nature of the equipment, facilities and petsonnel
tequired to provide out unique I'V admixture, TPN and repackaging services, the maintenance and
dispensing of typical manufactured medications would be incongruent with our mission.

It should be noted, that there are approximately nineteen (19) standard retail pharmacies currently
located in Framingham, MA as well as several wholesalers in-state. As such, medications required
by the public that we do not plan to dispense at Ameridose ate readily available in the local
community. ' '




4. Include a comprebensive statement of the policies and procedures of the proposed operation, including
safeguards to protect the public health, welfare and safety. :

All of our high quality sterile IV admixtures, including TPNs, will be prepared in a controlled
environment, using the latest Laminar Flow Technology contained within a state-of-the-art ISO 6
Cleantoom.

Ameridose has developed and shall maintain a complete set of Standard Opetating Procedutres
(SOPs). Chapters include: Guidelines for Preparations, Facilities and Cleaning Procedures,

- Equipment and Supplies, Pharmacy Practice, Stertlization and Depyrogenation and Quality
Assurance/Quality Control. All of these SOPs shall be reviewed and followed by 2ll pharmacists
and technicians on an ongoing basis. Ameridose has developed and shall maintain a company-
wide Quality Assurance Program. This program shall insure real-time improvements to our
operations on a continual basis.

Ameridose’s “above and beyond mentality” shall insute that safeguards are always in placé to
protect the public health, welfare and safety.
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REQUEST FOR STAFF ASSIGNMENT

Send létter to complainant; [] A 'Board to send letter to complainant of outcome: |

(To be filed Out by Requestor)

BOARD NAME (mir: ___PHARMACY_ | Q
REQUESTED BY : James D. Coffey, Assoc. Dir. Date: 05/12/06 @

APPROVED BY: Pnts DATE ASSIGNED:
INVESTIGATOR ASSIGNED:; frecy

Summary of Assignment' ‘ To conduct a controlled premlses initial mspootlon of Amendose

'| LLC proposed to be located at 50 Fountain Street, Framingham, MA 01702 pursuant to a NEW
PREMISES application. The proposed Manager of Record of such pharmacy is Sophia Pasedis, R.Ph.,

-(Lic. No. 20217). The contact person for such inspection is Sophia Pasedls R.Ph., MOR (508-656-2653
)- The proposed opening date 1s not indicated on the application. (Investigator. shall ensure that a
designated counselmg area is provided prior to related approval and that pharmacy is to comply with
company policies for counseling. Please distribute the Boards Best Practices to the proposed Manager of
Record. **It should be noted that the Board APPROVED the requested WAIVER 6.02(4). -

| The “orlgmal” inspection report shall be forwarded to the Board to be attached to the application

for licensure pl'lOl‘ to granting a final permit pumber.

8! \Phaxmacy\STAFF ASSIGNT\J_ENTS\ammdose ﬁ*amnghammay new.2006.doc ) ) y
Last Updated: 05/12/2005 ) _ ’ . : /




The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure
239 Causeway Street, 2" Floor, Boston, MA 02114

(To be filed out by Investigator) - ' - W

Complainant Name:
"Phone #: A
Subject of Assignment:

Lic #:

Home Address:

Phone #: ’
City, State, Zip:

Business Name:
Lic #:
Address:

Phon'el: | ,
City, State, Zip:

DISPOSITION:

‘ d%sze/—

Z/f‘é/d’é

'Liwgef" 0 347

2y

Imvestigators Initials:
Date Completed:

7/ / 2,./ /47 Time Utitized:
minttes !

Additional Information attac ed:
Supervisor's signature:

Sz

hrs

N '

S:\Pharmnacy\STAFF ASSIGNMENT Swmendose, Trarningham.may: new 2006.doc”
Last Updated: 05/12/2005
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) SECRETARY -
Board of Registration in Pharmacy PAUL J. COTE, JR.
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' Boston, MA 02114 DRECTOR
 (800) 414-0168 (office) / 617-973-0983 (fax)  4op o 7106
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o BOARD OF
APPLICATION FOR A NEW STORE PHARMACY

1 hereby apply for a permit to operate a store for the transaction of retail drug business in accordance with the provisions
of Chapter 112, General Laws. ' : ‘

$351.00 licensure / application fee. Make check or money order for $351.00 payable to the Commonwealth of
Massachusetts. -This fee is non-refundable. ‘ ’

1. Legal Name of Business. Ameridose, LLC

2. Full Business Address (Street Address, City, State and Zip). 50 Fountain Streéf, Framingham, MA 0'1702

3. ~ Area Code and Telephone Number. 508-656-2653

4. All trade or business names (“D.B A némes) used by same Corpofaﬁon or by Liceﬁsé. Ameridose, LL.C

5. Type of ownership or operation (i.e., sole proprietorship, partnership, cofpora-tion). Limited Liability Company
LI('::)corporation, please subnﬁt articlJesldf corporation. Please see Attachment “A” |

5. Names(s) and Social Security Number(s) of the owner(s) and/or operator(s) of the licensee. Please
indicate type of ownership - Partnerships: the name of each partner and name address of partnership;




10.

Corporations: the name and title of each corporate officer and director, the corporate names, name and |
address of parent company, if any, and the State of incorporation; Sole Proprictorship: the name of the sole |
proprietor and the address of the busmess entity. Please see Attachment “B> |

7. Name of registered pharmacist charged Wlth the management of the pharmacy. Sophia Pasedis, RPh, PharmD

Registration number of above manager. 20217

Name(s) and registration number(s) of staff pharmacist(s) employed at pharmacy. Sophia Pasedis, RPh, PharmD.

Have any of the applicant(s) and/or managers-in-charge had: 1) any convictions related to the distribution

. of drugs (including samples); 2) any felony convictions; 3) any suspension(s) or revocation(s) or other

11.

12

sanction(s) by federal, state or local governmental agency of any license or registration currently or previously
held by the applicant or license for the manufacture, distribution, or dispensing of any drugs including controlled

substances? NO

Have any applications for licensure been denied by any federal or state agency including any
state board of pharmacy? NO

List and explain: Atiach additional sheets if necessary. N/A

The applicant/licensee must notify the Board in writing of any changes in ownership or management within
thirty (30) days of such change(s)

Social Security Number (Mandatory) L TN
Pursuant to M.G.L. c. 62C, s. 47A, the Division ot R egistration is reqmred to.obtain your social security number
and forward it to the Department of Revenue. The Department of Revenue will use your social security nurnber
to ascertain whether you are in compliance with the tax laws of the Commonwealth, :

- List any licenses/certifications you hold in the United States or any country or foreign jurisdiction and the

state/jurisdiction from which the license/certification was originally issued. Please attach a certificate of standing
from each state or jurisdiction in which you are licensed/certified, indicating the status of vour license and any

. televant disciplinary information. Massachusetts Reglstered Pharmacist License #20217, Attachment “C.”

14.

i5.

16.

17.

Has any disciplinary action been taken against you by a licensing/certification board lqcated in the United States
or any country or foreign jurisdiction? Yes: O No: X

If yes, please state the details (use a separate sheet if necessary). N/A

Are you the Sllbj ect of pending disciplinary actions by a hcensmg/certlﬁcanon board located in the United States
or any country or foreign jurisdiction? Yes: 0 No: X
If yes, please state the details (use a separate sheet if necessary). N/A

Have you ever voluntarily surrendered or resigned a professional license to a hcensmg/certﬁcauon board in the
United States or any country or foreign jurisdiction? Yes: 0 No: X
If yes, please state the details (use a separate sheet if necessary). N/A

Have you ever applied for and been denied 2 professmnal license in the United States or any country or foreign

jurisdiction? Yes; 0 No: X
If yes, please state the details (use a separate sheet 1f necessary) N/A



18. Pursuant to Board Regulations at 247CMR 5 6. 01(3), The Board shall not register nor perlmt {)Wn&l‘S]]_Ip of
a phiarmacy or pharmacy department by a practitioner with prescriptive privileges. By signing this
application the applicant certifies that none of the owners, directors or officers have prescriptive privileges.

Affidavit (must be completed and notarized)

Pursuant to MLG.L. c. 62C, s. 49A, T certify under the penalties of perjury that I, to the best of my
knowledge and belief, have filed all state tax returns and paid all state taxes required under law.

The applicant certifies that each person employed in any prescription drug distribution activity kas the education,
training, and experience, or any combination thereof, sufficient for that person to perform the assigned functions in
such a manner as to provide assurance that the drug product quality, safety, and security will at all timnes be

-maintained as required by law.

I hereby state that I am the person authorized to sign this application for all licensure; that all statements are true and

correct in aill respects and are made umieﬁenaltles of perjury.

" Signatare of ph‘étmaelst who is t age the pharmacy or phannacy department
# o

April S, 2006

Date

3] Securil Number of the Manager of Record

Swormn and subscribed before me this day of Q‘ oy agg ¥ }(0
My conmmission expires }g’ﬂ CleY; OQAM %ﬁl g‘lﬁaﬂy/gﬂ\ N
Pubhc

To be cpmpleted by the Board: Check $ E § z Date. g'2}£0 é Number / /7
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Ameridose...Enhanéing Public Health, Welfare and 'Safety
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The Commonweaith of Massachusetts
Executive Office of Health and Human Services
' Department of Public Health

Division of Health Professions Licensure

Board of Registration in Pharmacy
239 Causeway Street, Suite 200, 2™ Floor
. Boston, MA 02114 _
(800) 414-0168 (office) / 617-973-0983 (fax)
http://www.mass.gov/reg/boards/ph

APPLICATION FOR REGISTRATION TO MANAGE AND OPERA'I‘E
A NEW COMMUNITY PHARMACY

(1) In order to be registered by the Board to manage and operate a pharmacy or pharmacy
department and be issued a permit to do so, the registered pharmacist who shall be responsible
for the management and operation of the pharmacy or pharmacy department shall obtain and -
submit to the Board an application for registration to manage and operate a pharmacy or.
pharmacy department available from the Board. A completed application shall be: ‘

(a) fully and properly completed and signed, under the penalties of perjury, by the 3~
pharmacist who is to manage and operate the pharmacy or pharmacy department;

(b) accompanied by a statement of the scheduled hours during which the pharmacy or
pharmacy department is to remain open, including the time of opening and closing during
regular business hours for each day of the week; Attachment “D” :

(¢) accompanied by an application, available from the Board, for a Massachusetts

controlled substance registration; ' v

(d) accompanied by an application, available from the Board, for a certificate of fitness, if S
applicable; ‘

(8) accompanied by a check or money order made payable, in the proper amount, fo the o
"Corumonwealth of Massachusetts Board of Registration in Pharmacy"; and

(f) accompanied by any additional information as determined by the Board. v

() ficcompanied by an official blueprint or certified architectural plans drawn to scale clearly

- designating both the prescription and patient consultation areas (pharmacy department -

v

shall be outlined in RED).

(2) A completed application to operate a pharmacy shall include:

(a) a copy of the corporation's Articles of Organization, signed and sealed by the -
Secretary of State if the corporation is moorporated in. the Commenwealth;




(b) a copy of the corporation's Foreign Corporation Certificate, signed and sealed by the /

Secretary of State pursuant to M.G.L. c. 181, § 4, if the corporation in incorporated in h
another state; '

(c) a statement of the name and address of each officer and director of the corporation -~

and the position held;

(d) the d/b/a name of the corporation; and

n{G

(f) if the corporation is not publicly owned, the total amount and type of stock issued to -

each stockholder and the names and addresses of said stockholder(s).

(3) The Board shall not register nor permit ownership of a pharmacy or pharmaéy department by

a practitioner with prescriptive privileges.

(4) Before acting upon any application for registration to manage and operate a pharmacy or
pharmacy department, the Board may require a hearing and, if requested to do so, the applicant
shall personally appear before the Board to answer questions to enable the Board to determine
that issuance of a permit would be in the best interests of the public health, welfare and safety as

set forth in M.G.L. c. 112, § 39.

(5) The Board may require an inspection of the pharmacy or pbarmacy department before final
approval of the application is granted. All proposed pharmacies and pharmacy departments shall
comply with the following requirements:

(a) No application for registration to manage and operate a pharmacy or pharmacy
department shall be approved unless, upon inspection, the following is maintained on the
pharmacy premises:

v

1. a current copy or clectronic version of the Massachusetts List of Interchangeable Dfu_gs v

(MLID), including the Orange Book, Additional List, Exception List, and the latest
supplements thereto;

2. a current copy or electronic version (with quarterly updates) of a compendia -

appropriate to the practice setting approved by the pharmacist manager of record.

3. a current copy or electronic version of Board Regulations 247 CMR 1.00 et seq.;

4. a balance capable of accurately weighing quantities as small as 13 mﬂ]igrams which Ve

balance- shall be tested and sealed by the state or local sealer of weights and measures
' annua.lly,

5. the equipment necessary to conduct the practice of pharmacy according to the

' v
standards set forth by most current edition of the United States Pharmacopoeia;
6. prescription labels which bear the name and address of the proposed pharmacy; .

7. appropriate sanitary applianées, including a switable sink which shall be eqmpped for

“hot and cold running water and which shall be situated in or near the area in which +~ -

prescnpttons are to be filled;




8. whenever applicable, at least one bound book for recording sales of controlled
substances which may be sold over-the-counter without a prescription; and

9. Whenever apphcable at least one book for recording sales of alcohohc beverages and
si guatures of the purchasers of these beverages.

(b) There shall be mthm every pharmacy or pharmacy department a prescription area of
1ot less than 300 square feet to accommodate the appropriate pharmaceutical equipment,
apparatus, and supplies, and to facilitate the proper preparation and compounding of
prescribed medications. This area shall provide for an arrangement and storage of drugs
that is calculated to prevent their accidental misuse. =

(c) Any pharmacy or pharmacy department which establishes a central intravenous
admixture service (CIVAS) shall, in addition to the 300 square feet required by 247 CMR
6.01(6)(b), provids for a separate room referred to as a "clean room" apart from all other
areas of the pharmacy or pharmacy department This clean room shall meet the following
requ]rements ,

1. There shall be a minimum working area of 72 square feet;

2. it shall be closed on all sides except for a door and an opening to aHOW for the passage
- of matenials;

3. it shall have a laminar flow hood with either vertical or hotizontal air flow;

4. the laminar flow hood standards of operation of HEPA (High Energy Particulate Alr)
filters and prefilters must be determined and certification shall be made annually by a
Board-approved hood certification service;

5. the Board shall be notified before beginning operation of the clean room to verify hood
certification;

6. the area of the clean room shall be inder continual positive pressure unless the hood is
self-venting; and

7. applications for construction of a pharmacy with a clean room received after
September 30, 1996 shall show the clean room located directly adjacent to the
prescription area/department.

(d) Patient Consultation Area.

1. A pharmacy must provide a designated consultation area, with signage stating "Patient
Consultation Area", designed to provide adequate privacy for confidential visual and
auditory patient counseling. The private consultation area must be accessible by a patient
from the outside of the prescription dispensing area without having to traverse a
stockroom or the prescription dispensing area,

2. 247 CMR 6.01(5)d) shall be effectivc for all new or relocating pharmacies on April 1,
2005. All existing pharmacies must comply with 247 CMR 6.01(5)(d) by January 1,
2007.

N
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(6) The Board shall issue a permit indicating the pharmacy or pharmacy department’s .
registration number if the Board finds, in its reasonable discretion, that approving the application
would be consistent with the best interest of public health, welfare and safety.
, (7) All fees submitted to the Board in connection with an application for registration to operatea
“- pharmacy or pharmacy department, which are reviewed and acted wpon by the Board, are

nonrefundable.

Please be advised that no pharmacy and pharmacy department shall begin to operate until the application has
been approved by the Board and: 1) the pharmacist Manager of Record has received from the Board a permit
number to manage and operate the pharmacy and or pharmacy department, and 2) has received a controlled

substances registration number.

For complete information regarding relocation regulations, please refer to 247 CMR 6.01 & 6.02. Ifadditionai
information is necessary, please contact the Board office at (800) 414-0168. _

To obtain a DEA number, please contact the Drug Enforcement Administration (DEA) office for an application. The
address is: J.F K. Federal Building

Drug Enforcement Administration

Room E400

15 New Sudbury Court

Boston, MA 02203-0131

(617) 557-2200
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- Thereby apply for a permit to operate a store for the transaction of retail drug business in accordance with the provisions

of Chapter 112, General Laws.

$351.00 licensure / application fee. Make check or money order for $351.00 payable to the Commonwealth of
Massachusetts. This fee is non-refundable. ' o '

1.

2.

3.

4.

5

Legal Name of Business. Ameridose, LLC

Full Busine_-ss Address (Street Address, City, State and Zip). 50 Fountain Street, Framingham, MA 01702
Area Code and Telephone Number. 508-656-2653 -

Al trade or buéiness names (“D.B.A.” names) used by same Corporation or by i,ibense. Ameridose, LLC

Type of ownership or operation (i.e., sole prop_rietbrship, partnership, coiporaﬁon). Limited Liability Company

LC)

If corporation, please submit articles of corporation. Please see Attachment CA”

5. Names(s) and Social Security Number(s) of the owner(s) and/or operator(s) of the licensee. Please

indicate type of ownership - Partnerships: the name of each pariner and name address of partnership;



10.

1.

12.

14.

5.

16.

17.

Corporations: the name and title of each corporate officer and director, the corporate names, name and
address of parent company, if any, and the State of incorporation; Sole Proprietorship: the name of the sole
proprietor and the address of the business entity. Please see Attachment “B”

7. Name of registered pharmacist charged with the management of the pharmacy. Sophia Pasedis, RPh, PharmD.,

Registration number of above manager. 20217
Name(s) and registration mumber(s) of staff pharmacist(s) employed at pharmacy. Sophia Pasedis, RPh, PharmD.

Have any of the applicant(s) and/or managers-in-charge had: 1) any convictions related to the distribution

of drugs (including samples); 2) any felony convictions; 3) any suspension(s) or revocation(s) or other
sanction(s) by federal, state or local governmental agency of any license or registration currently or previously
held by the applicant or license for the manufacture, distribution, or dispensing of any drugs, including controfled

substances? NO

Have any applications for licensure been denied by any federal or- state agency mcluding any
state board of pharmacy? NO

List and explain. Attach additional sheets if necessary. N/A

The applicant/licensee must notify the Board in writing of any changes 1 ownership or ‘management within
thirty (30) days of such change(s).

Social Security Number (Mandatory). _ .

Pursuant to M.G.L. ¢. 62C, s. 47A, the Division of Registration is required to obtain your social security number
and forward it to the Department of Revenue. The Department of Revenue will use your social security number
to ascertain whether you are in compliance with the tax laws of the Commonwealth.

List any licenses/certifications you hold in the United States or any country or foreign jurisdiction and the
state/Jurisdiction from which the lcense/certification was originally issued. Please attach a cerfificate of standing
from each state or jurisdiction in which you are licensed/certified, indicating the status of your license and any
relevant disciplinary information. Massachusetts Registered Pharmacist License #20217, Attachment “C.”

Has any disciplinary action been taken against you by a licensing/certiﬁcaﬁon board located in the United States
or any country or foreign jurisdiction? Yes: 1 No: X .
If yes, please state the details (use a separate sheet if necessary). N/A X

Are you the subject of pending disciplnary actions by a heensmg/certiﬁcauon board located in the United States

or any country or foreign jurisdiction? Yes: 0 No: X
If yes, please state the details (use a separate sheet if necessary). N/A

Have you ever voluntarily surrendered or resigned a professional license to a lcensing/certification board in the
United States or any country or foreign jurisdiction? Yes: 0 No: X
If yes, please state the details (use a separate sheet if necessary). N/A

Have you ever applied for and been dénied a professional license in the United States or any country or fore1gn

jurisdiction? Yes: 0 No: X
If yes, please state the details (use a separate sheet if necessary). N/A




18. Pursuant to Board Regulations at 247CMR 6.01(3), The Board shall not register nor perﬁlit ownership of
a pharmacy or pharmacy department by a practitioner with prescriptive privileges. By sigaing this
application the applicant certifies that none of the owners, directors or officers have prescriptive privileges.

Affidavit (rnust be completed and notarized)

Pursuant to MLG.L. ¢. 62C, s. 49A, 1 certify under the penalties of perjury that I, to the best of my
knowledge and belief, have filed all state tax returns and paid all stale taxes required under law.

The applicant certifies that each person employed in any prescription drug distribution activity has the education,
training, and experience, or any combination thereof, sufficient for that person to perform the assigned functions in
such a manner as fo provide assurance that the drug pro duct quality, safety, and security will at all times be
maintained as required by law.

Ihereby state that I am the person aithorzed to sign this application for all licensure; that all statements are true and

correct in all resPects and are made undﬁnalﬁes of pegury.

cist who 15 t@d?lanage the pharmacy or pharmacy department

ECLUFTL) Number'of the Manager of Record

Sworn and subscribed before me this f LF% day of Q O &&)(@

My coﬁssionexpkés '!cgl} o) () Q@J—U‘Q /;}QQJL ‘g}ﬂfﬂ%«w\

Pubhc

To be completed by the Board: Check $_ 3 ﬁ Z Date-:é ZJ—M é Numbér f /72
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State Howse, Q%a:m Massachusetts: 02733

William Francis Galvin

Secretary of the

Commonwealth

April 10, 2006
TO WHOM IT MAY CONCERN:

Thereby cértify that a certificate of organization of a Limited Liability Company was
filed in this office by

"AMERIDOSE, LLC -

in accordance with the provisions of Massachusetts General Laws Chapter 156C on February 8,
2006.

I further certlfy that said Limited Liability Company has filed aJl annual reports due and
pa.ld all fees with respect to such reports; that said Limited Liability Company has not filed a
certificate of cancellation or withdrawal; and that, said Limited Liability Company is in good
standing with this office.

Lalso certify that the names of all managers listed in the most recent filing are:
GREGORY CONIGLIARO, BARRY J. CADDEN

I further certify, the names of all persons authorized to execute documents filed with this
office and listed in the most recent filing are: GREGORY CONIGLIARQO, BARRY J.
CADDEN

The names of all persons authorized to act with respect to real property listed in the most
recent filing are: GREGORY CONIGLIARO, BARRY J. CADDEN '

 In testimony of which,
I have hereunto affixed the
Great Seal of the Commonwealth

on the date first above written.

~ Secretary of the Commonwealth

Processed By:MT
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AT
AMERIDOSE, LLC |
CERTIFICATE OF ORGANIZATION FEB_ ¥ 8 2006
SECAF iRt e vt K ""'. B
GO o ot ik

Pursuant to the provisions of the Massachusetts Limited anblhty Cempany Act (the “Act”)
" the undersigned hereby certifies as follows:

1. Name of the], imited L iability Company. The name of the limited Hability
company formed hereby (the “Company™) is Ameridose, LLC.

2. Office of the Limited Liability Comg' any. The address of the office of the

Company in the Commonwealih required o be maintained by Section 5 of the Act is 50 Fountain
Street, Framingham, MA 01702.

3.

Agent for Services of Process. The name and address of the resident agent for

services of process for the Company is Gregory Conigliaro, 50 Fountain Street, Frammgham, MA

01702,

4,

5

0.

Date of Dissolution. The Company is to have no specific date of dissolution.

Manager. The Managers are:

Gregory Conigliaro
50 Fountain Street
Framingham, MA 01702

Barry J. Cadden
50 Fountain Street
Framingham, MA 01702

Execution of Documents.  Fither Manager is authorized to execute any documents

to be filed with the Secretary of State of the Commonwealth of Massachusetis,

7. Business of the Company.

()  To provide unit dose repackaging services;

®) Te exercise all other powers necessary to or reasomably connected with the
Company's business that may be legally exercised by limited liability companies
under the Act; and

{¢)  Toengage inall activities necessary, customary, convenient, or incident to any ofthe
foregoing. _

8. Execution of Documents Relating to Real Property. Either Manager is authorized




LIS |

T

to execute, acknowledge, deliver and record any recordable instrument on behalf of the Company
purporting to affect any interest in real property, whether fo be recorded with a reglstty of deedsora
district office of the Land Couxt, _

IN WITNESS WHEREQF, the undersigned hereby affirms under the penalties of perjury
that the facts stated herein are ime, this _6_ day of February, 20086,

22
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Check/Voucher# 8¢

The Commonwealth of Massachﬁsetts
Limited Liability Company .
~+a « - - (General Laws, Chapter 156C) .

Filed this & _day February. 2006

William Francis Galvin
- Secretary of the Commonwealth

Name Joip7son 0 Thmxin_

Phone 617 %y 2sp)




Ameridose, L1.C
50 Fountain Street, Framingham, MA 01702
Tel: 508-656-2653
Fax: 508.872-0044

TYPE OF QWNERSHIP
Limited Liability Company

Otganized in the Commonwealth of Massachusetts

COMPANY OPERATORS/MANAGERS

LLC OWNERS

. Carla R. Conigliaro

Ownership: 55% membership interest

. Barry J. Cadden, R. Ph. ‘
Ownetship: 17.5% membership interest

. Lisa M. Conigliaro Cadden, R. Ph.
Ownership: 17.5% membership interest

. Gregory A. Conigliaro )
Owmership: 10% membership interest

Attachment
“B”




Atachment Cl”

~ COMMONWEALTH OF MASSACHUSETT

§ DEPARTUENT OF PUBLIC HEALTH =2
‘BOARD i REGISTRATIOR -
T

REGI STEREHISCI_EGENS{EKS AT
RED cPRARMACIST

SOPHIA PASEiﬁﬁ :

o

ii pPH CONTROL# 0259680

| e MPORTANT o

}h‘ his license negomes jost oF destroyed. patify your Board
{gtthe: Dep_artment of Public Hsalth, 239 causeway St

e

5th Fioor, Boston, MA p2114

i your name or address change. notify your Board 10 insare™ ¢
the proper rnaiing of your next Renewal Applicetion. Always
fefer 10 your ficense nurber whert cpiresponding with your

g ard. This licsnse 16 subject fo he provisions of the .
Goneral Laws 85 amended. 1 is a privilege: and cannot be

1jpaned of asaigned 1o any other entity. Kesp ihis license OR

Tyour person. posted, or @8 required by faw.
l,_r Please visit Our web site &b http‘.ffmass.gwfdph!boards
s e e ___..;.—;—.. R PR S ,‘.,.-.m;.—.’

e

P
i
i
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MITT ROMNEY
GOVERNOR

KERRY HEALEY
LIEUTENANT GOVERNOR

. TIMOTHY R. MURPHY

SECRETARY

PAUL J, COTE, JR.
COMMISSIONER

JEAN K. PONTIKAS
DIRECTOR

The Commonwealth of Massachusetts

" Executive Office of Health and Human Services

Department of Public Health
Division of Health Professions Licensure

Board of Registration in Pharmacy
239 Causeway Street, Suite 200, 2™ Floor
Boston, MA 02114 o

(800) 414-0168 (office) / 617-973-0983 (fax)‘
http://www.mass.gov/ireg/boards/ph -

PHARMACY HOURS

Name of Store: Ameridose, LL.C

Street: 50 Fountain Street

City or Town: Framingham Zip Code: 01702

Phone Number: 508-656-2653

M(A).nday
Tuesday
Wednesday
Thu:psdéy
Friday
Saturday

Sunday

Total Hours Per Week:

© April 14, 2006

"Date

45

Open N Cipse Hours
8:30 am 5:30 pm 9 .
8:30 am 7 5:30 pm 9
8:30 am 5:30 pm . 9
8:30 am ~ 5:30 pm 9
8:30am 5:30 pm 9
Closed Closed 0
Closed "~ Closed 0

ng./f?ff

Attachment
chis

Signature of ManaPer of Record or Iﬁﬂﬂy Aufhonzed Representative

Sophia Pasedis, RPh, PharmD.
Print Full Name




Application fbr
Certificate of Fitness

Received

weR.25 1B

BOARD OF
PHARMACY

- Ameridose, LL.C
50 Fountain Street N
Framingham, MA 01702

508-656-2653
fax 508-872-0044

- Ameridose...Enhancing Public Health, Welfare and Safety




The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure

MITT ROMNEY

GOVERNOR ~ Board of Registration in Pharmacy
e ERRY HEALEY 239 Causeway Street, Suite 200, 2™ Floor n
IR Boston, MA 02114 Received
SECRETARY ~ (800) 414-0168 (office) / 617-973-0983 (fax)
‘ PAUL J. COTE, JR. http://www.mass.gov/reg/boards/ph PR 25 2000
JEAN K. PONTIKAS , _ BOARD OF
DIREGTOR . ‘ . PHARMACY

APPLICATION FOR A CERTIFICATE OF FITNESS
Manager of Record Must Complete Application. Fee: $120.00

1, Sophia Pasedis (name), at 508-656-2653 (tclephone), of 50 Fountain Street (street address), Fram mgham {city),
MA (state), 01702 (zip code), a registered pharmacist, certificate number 20217 being now.

actively engaged in conducting a retail drug business as sole owner or Manager of Record for the firm /

corporation of Ameridose, LLC do hereby apply for CERTIFICATE OF FITNESS, clalmmg to be a proper person fo
be entrusted with the asthority to: .

1)- Use alcohol for the manufacture of United States Pharmacopeia and National Formulary preparations and all
medicmal preparations unfit for beverage purposes, :

2}y Sell, m accordance with the laws of the Commonwealth, alcohol and alcoholic liquors, and that the public good
will be promoted by the granting of such hcense :

Thave §0 (give dollar amount) invested in said retail busmess and will comply with the laws of this Commonwealth and
the regulations of the Board relating to the use and sale of the aleohol and alcoholic I:iquors

I cert1fy that I have not been conwcted ofa wolatzon of said laws within one year prior to the date of this apphcanon

Tagree to notify the board at once if T cease to conduct the retail dmg busmess at the above location and Wﬂl return the
certificate issued thereon.

Signed g@ -

Date: April 14, 2006

Please submit non-refundable check or money order for $120.00 payable to the Commonwealth of
Massachusetis.

- Please do not write below this line -

Check / 2D M.O.
Number ﬁ &7 Date ‘§7}z/ Y




_ 3) USP Guidelines

MASSACHUSETTS DEPARTMENT OF PUBLIC HEALTH
BOARD OF REGISTRATION IN PHARMACY

COMEOUNDING PHARMACY--INSPECTION REPORT

Assignment number: 5/{-—“0 25
Inspection Date:  °~ ;/% /4]
New Pharmacy: v Compliance: ___ . Relocation:____
ADMINISTRATIVE
1) Corporation Name: 7417@6‘ b@&
2) DBAName: - e Li C
3) Address: 8D /fcu,néom &
4) City / Town: %»,m ban  IhA_ zg Q108
5) Telephone #: 42§ — é , Fax #:__ ~
. 6) Registrant: %Dhc_ : iee . LcenseNo: Zo &[T
"7} DEA# o o - Bxp.Dater .

| " 8) Board of Pharmacy Control Substance # e Exp. Date ﬁ
9) Pharmacy Hours of Operation: M—Ff ”"5." Sat:_..— Sun..—

REFERENCES SOURCES
1) Rules and Regulations Board of Pharmacy 247 CMR -
2) FDA Guidelines 795 (non sterile) 797 (sterile) 480

4) Facts and Comparisons (latest edltxon)

Updates inserted

CD Rom versions: @ N Updated qual’cerly
5)USP /DI Volume 1_ Volume2_ .
6) American Hospital Formulary Service Drug Information
7) American Medical Association i !iig Evaluations

R = =
324@:>>

Z2zzzzzzzzzzz

- 8} Gold Standard Y Updated quarterty
9) Mosby's Drug Consult -
10) M.L.LD. (latest version)
EQUIPMENT - : : '
1) Sufficient Equipment @ N
2) Balance information: Torsion bafance / scale and weights  Seal Date; :
- . Electronic balance Seal Date: 2/ G,

.Scale with printout: (Y } N Sea? ?ate: '

3) Number of Sinks in pharmacy _ '
location: N , ' ' '
4) Hot and Cold running water | Y/ N A
5) Computer Software Name & Iz S’&ﬁg aj_.. Support Number _ .
6) Label Compliance ' ' :
Legend label compliant with interchange (Y ) N
ted To

7) Written copy of Policy & Procedures Manual on Iocatlon rela
the handling of Medication Errors : C f _}' N




O.B.R.A ) : :
1) Counseling Sign (11" x 14") posted: S - N
2) Designated Confidential Counseling : N
3) Drive Up Window: Y ign Posted: Y~ (-
- 4) Counseling offer is offered by: Reg. Tech, - Certified Tech
: / Student/ Grad. Pharmamst’r‘ .

5) Record maintained of Offer to Counsel

6) Monographs used? All prescriptions . ew prescnptto@ ‘ :
~ 7) Prospective DUR on new prescriptions?__- Y by on d USEAT
Conducted by: _ p 3 Cerfified Tech? Reg Tech? ‘

“Intern / Student /Grad Pharmacnst

E.D. T. o -
1) Random Sampling of Purported Prescriptions: DEA # Correct ' Y. N ‘ B

*2) Identifier of Recipient or Rx. .Y N s
3} Transmitting by Computer on time? . Y N '

4} Counseling or Intervention Book . Y N
5) Patient Drug Regimen Review corr‘ﬂ:)leted prior to dispénsing medication. Y N

RECORD KEEPING

1) Biennial Inventory Readily Retrievable- : Y N
Date of last inventory; o '
2) Date of Last Change of Manager ' ' ' NA '
3) 222 Forms Sampling Compliant - Y N.
4} Power of Attornay on File ' S Y N
Located where: . ‘ :
5) Perpetual Inventory Schedule 11 - Y - N
Date Last Reconciled: ' '
. Date of Inspection: ) _
6) Schedule II1 through Schedule IV controlied substances dispersed through the pharmacy?
Y N&*
7) Controlled substances in Schedule II locked and stored In the pharmacy Y N
8) Controlled substance deliveries are delivered directly to the pharmacydept. Y . N
9) Biennial Inventory readily retrievable? ‘ Y N . feifieskd
.. Last Inventory date; o
10) Inventory taken for Change of pharmacy manager : Y N
bate taken ' Name of Incoming pharmacist -
" Namie of Outgoing pharmacist
11) Procedures in practice to validate controlled substance prescription Y N
12) Computerized records of distribution by schedule Y N-
a) Signed daily by pharmadist , Y © N.
: b) Central Record Keeping Authority ) Y N
13) Schedule TI prescriptions are segregated : Y N
14) Schedule II1, IV, and V prescriptions maintained in a separate file Y N
Y "N

15) Schedule VI prescriptions and syringes and instruments filed together

CODE OF PROFESSIONAL CONDUCT — 247 CMR 9.01

1) Patient Confidentiality ' Y N

2) Corresponding Responsibility: making sure prescription is for gdegitimate
use in usual course of practice. . ﬁ N

3) Doctor ShOppers as it relates to OBRA (Y N




4).Faxing of Prescriptions o ' 8 N
a) plain paper fax : g : N

b) location of fax: Seeang.  [fooation

" ¢) accept Schedule IT fax prescnptrons for reference? Y - N
5) Prescribers signature is on face of prescription faxed (o] N
6) Faxed prescription or drug order is marked
Electronically Transmitted RX Y @

7) Fax includes the identification numiber of the sendmg facsimile machine

8) Record maintained for transferring prescnptaons Y @
. Computerized record: YN ~ Hard copy log Y

9) Emergency authorized prescriptions in Schedule T accepted? Y "N

a) Marked for authorization for emergency dispensing Y N o
I.e. faxes: marked with both: Electronically transmitted RX and Authorization for Emergency
Dispensing Y N .

b) Written prescription is postmarked with in 7 days to pharmacy Y N
- €} Non-compliant physicians reported to DPH and DEA? - Y N
10} Copies of pharmacists license posted : N
Copies of technicians licensés posted . N
' 11) Names badges and titles noted . N
'12) Manager of record is responsible For(settmg forth) policy &p ures
J a) staff is adequately trained "N
b) technician manual on premises N
c) ratio pharmacists to technicians - : -
13) Number of Students/ Interns___ L’Zg 9. Pharm. techs ___ Cert. Pharm. techs i
: Pharmadsts
'14) After hours access to pharmacy? - Y @
15} Evidence of security cameras Y. N
16) Quarantine area for control substances in schedule H, I, TV, V recalls or expired product
segregated from current inventory N ‘ : :
17} Quarantine area for schedule VI expired or recalled items 0 N
18) Biohazard waste appropriately ﬂg ed > ' Y N
19) Name of Reverse Distributor telephone number

date of last retumn:

20) JCAHO approved? o Y
- 21) Log noting re-packaging date, expiration date, lot number, manufacttrer, exp:ratlon date
size of packages, filled by and checked by? : Y- N
22) Current file of patients requesting Non Child Proof Caps? -
{NCPC) and is a release on file? ‘ Y @
23) Repackaged unit dose log complete Y N
(Date, manufacturer, manuf. exp. date, lot number, quanhty, tech prep, internal lot number,
R.Ph verified and initialed) .
24) Refrigerator cleanliness ‘ N
a) Temperature log ) N
Freezer iog ‘ N
Freezer free of frost buildup N
. b) Thermometer present? Temperature N
¢) Biological Refrigerator ‘N
d) Employee Refrigerator N
25) Technician Training &ua[ on site N
Last update }[ : last in-service -
26) Pharmacy and dispensing are, clean, orgamzed neat, adequate g N

27} After hours access to acy? S 4
Answering service f?? /I'" :/)1 pdT—  Telephone Number




CIVAS PHARMACY (Central Intravenous Admlxture Ser\nce) / Compoundmg

Information:
1) Clean room minimum of 72 sq. ft a @ N
'2) Clean room adjacent to prescription department ’ N ;
oom under continual positive pressure. Y N
AS letter from Board posted Y N- |
date of letter ___
5) Adequate Reference Standards Y N i
'6) Sterile Products: i
Laminar Flow Hood (name) __. Expirationdate i
Vertical Flow Hood (name) Expiration date 6;1 %5&
Serviced by:__ Telephone ¢~
7) Written Quality Assurance Guidelines to include aseptic techpk erility, stability and -
Endotoxin festing? - N
- B) Pharmacy will test and sterilize vials and stoppers for stepile products?
9) Adequate Education in Sterile Products Last update % Last in-service
10) Batchlog is initialed or signed by technician preparing the co und? Y N
" 11} Quality controls in place N
12) Log for such controls in place? N
a) Air Quality _ N i
b) Filters - : ' _ N
c) Floors and Equipment cleaned _ N 1
d) IV room and Ante Room dean , N |
13) Computer Software Name_ <_ ' . Support Number
Label Compliance:  Compounding label: N
: 1V fabel N
14) AII prescriptions are patient specific ‘ N _
+ 15) Compounding practices are In conformance with U.S. FDA guidelines _ @ N
16) All bulk compounding materials will be purchased from a U.S. Food and Drug
approved manufacturer _ Y N
17) Certrt‘“ cates of anafysrs will remain filed on site and be read:ly retrievable
Y N

18) Pollcy exists for how beyond use dates wﬂl he determmed7’ Y N
19) Batch log sheets will be kept on alf compounded prescriptions compounded to include product
name, expiration dates, manufacturers lot numbers, pharmacy lot num (s, name of patient  / rx number,

who calculated, who compounded, who verified the prescription? N »
20) Pharmacy will advertise the business as a compounder and not the specific producis?
‘ ( Y_); N
SUPPLIER INFORMATION

1) /’é?vﬂm | 2) Mn&s?wm 3)

PHARMACIST ROSTER (List or see attach Roster)
1)
2)
3)
4)
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Scientific Air Analysis, Inc.

47 Fatima Drive

Ashiand, MA 01721

(508) 861-7100 .

(508) 881-7105 FAX
1-800-287-5252 MA ONLY

BIOLOGICAL SAFETY CABINET SERVICE REPORT

CLIENT : ﬂ‘/"lﬁp- l DOSE

ADDRESS :

CITY, STATE:

CONTACT: .

TEL #: ‘ o

TESTDATE: 60 6

RECALLDATE: 7}~ 310 7
SUPPLY AIRFLOWS

SUPPLY RANGE: /% FPM

TEST #:

(080 &

ID4#:,

MODEL#: S656V34
SERIAL#: - $58020
LOCATION : (At Pbp
NEW/USED: A/
PASSFALL: PHSIE>

EXHAUST AIRFLOWS

EXHAUST RANGE:

253280 ppy
DUCTED ;

SR : g‘%nrb%‘idﬂﬂsﬁ 52 ®i: 270 224 273 Exuor:(-gb Fr2

sC: §3 SU 53 SLSUSELITE 0

R2: 27%. 225213 ,ccop- 9—?? FT2
c22l 721 223

SF:SL 33 St S0SLs(sty2 |63 R4: 208 224 207 EXHCIM: 3 @77

L: %7 H: «% AVGFPM: FL:247 EH:276

ATRFLOW GAUGE: = 2715 FACE VELOCITY :

UV.BULB INT : My vwiom MOTOR SPEED :
TEST RESULTS

EXHAVGFPM: 272-
£07

-

DOWNFLOW VELOCITY - PASSED, AVGFPM OF : 52.5%#.5 3 IS WITHIN ACCEPTANCE
RANGEOF: /-0  FPM ALL INDIVIDUAL READn\st’ ARE WITHIN 20% OF DOWNFLOW

AVERAGE.
FACEVELOCITY = PASSED, AVGFPMOF: /57 IS WITHIN ACCEPTANCE
RANGES OF: {00 ~L(b  FPM. :

AIRFLOW SMOKE PATTERNS PASSED, NO SMOKE ESCAPED FROM THE CABINET, THERE
ARENO DEAD SPOTS OR REFLUX OVER THE WORK SURFACE.

"FILTER LEAK TEST PASSED, PENETRATION DOESNOT EXCEED 0.01 % AT ANY POINT.

REFERENCE STANDARD  NATIONAL SANITATION FOUNDATION #49-2002

[ ] UB BULB INTENSITY GOOD / FAIR / POOR.

NIST # D # USED
822/264157 Al

| §22/249620 A2

8221264157 (&30

8220264157  (4s)

UVL2541335 Ul:

TESTING INSTRUMENTS CALIBRATED
AENOR 8570, 99057017 10-04-05
ALNOR 8570, 99057020 6-06-05
“ALNOR 550, 2664 -10-04-05
ATITDA-2G, 11119 10-04-05
. UVC254, C.83961 12-15-05
COMMENTS : A :
[ 1 NO ADJUS UIRED AT THIS TIME. [ ] HOOD FAILED,
[R1-ADJUSTED / GNEHELIC GAUGE.

[{-ALARM OPERATING PROPERLY.
[ 4-EXHAUST OPERATING PROPERLY.

[1] INCREASED / DECREASED MOTOR. BLOWER SPEED TO REBALANCE ATRFLOW,
CERTIFIER : ‘
R PP USTE . B2 msT MaL

S0l

(Za{mc A2 E(0




i,

w

>

>

S-60
sé-60

rﬁfs“i

AIRFLOW GAUGB: , -9 (=  FACBVELOCITY: / E{’
UV BULBINT : UW/CM2  MOTORSPEED: 2 [~
TEST RESULTS
DOWNFLOW VELOCITY  PASSED, AVG FPM ORST, SY § S WITHIN ACCEPTANCE
'RANGE OF : FPM. ALL INDIVIDUAL READINGS ARE WITHIN 20% OF DOWNELOW
AVERAGE. A
FACE VELOCTIY  PASSED,AVGFPMOF: /¢~ IS WITHIN ACCEPTANCE

- Scientific Air Analysns, Inc.
- 47 Fatima Drive
Ashland, MA 01721
(508} B81-7100 -
(508) 881-7105 FAX
1-800-287-5252 MA ONLY

BIOLOGICAL SAFETY CABINET SERVICE REPORT

- : 0774
CLIENT : fﬁ)meft: DOJ € TEST #: / 77-
ADDRESS: . : ID#: A 7 A
CITY, STATE: | :  mopmL#: S& 60T
CONTACT: | sgaLs: & 80 24
TEL#: ‘ rocation: CLAE EMs
TEST DATE : ' , NEW/USED: Ae<”’
recarLpats: 77 3107 PASSFALL:  Pgrc

SUPPLY AIRFLOWS .. EXHAUST AIRFLOWS
SUPPLYRANGE: a/fA FPM ~ EXHAUST RANGEAST - 24P ppy A0
___ DUCTED;

R 5% 5256538 M25657| Sk N afe DSE avkuxnopforn

9C: 82 SDYTSELER SETSE L sY 13 RLZBE. 27T 2%/ pccops. F o2

. _ 9—63 282 2657
F 725G IHSVS 357 5’1 Yogp 261 a7p THOM3EE

] H:éQ.AVGEPM:ng'- ELQQQBH}QIEXHAVGFPM 266

RANGESOF: f6 00—/ 0 FPM.
AIRFLOW SFIOKE PATTERNS PASSED, NO SMOKE ESCAPED FROM THE CABINET, THERE
ARE NO DEAD SPOTS OR REFLUX OVER THE WORK SURFACE.

"FILTER LEAK TEST PASSED, PENETRATION DOES NOT EXCEED 0.01 % AT ANY POINT.

REFERENCE STANDARD  NATIONAL SANITATION F OUNDATION #49-2002

TESTING INSTRUMENTS . CALIBRATED | NIST#  ID# USED
ALNOR 8570, 99057017 10-04-05 | 822/264157
ALNOR 8570, 99057020 = 6-06-05 822/249620  AZ:
ALNOR 550, 2664 - " 10-04-05 , 822/264157 Al

ATI TDA-2G, 11119 3 10-04-05 . 8220264157 (A
UVC-254, C.83961 12-15-05 , UVL2541335 Ul:
COMMENTS : ’

NO ADJUSTMENTS REQUIRED AT THIS TIME. { } HOOD FAILED.

ADJUSTED KZEROEDMAGNEHELIC GAUGE.  [§” ALARM OPERATING PROPERLY.
[ ] UBBULB INTENSITY GOOD /FAIR/POOR. [\ EXHAUST OPERATING PROPERLY.
[] INCREASED / DECREASED MOTOR BLOWER SPEED TO REBALANCE AIRFLOW.
CERTIFIER :

i\ ISP 72

Fartifiratinn and Ranalr Af Claan Ranme and | sarinne Clao: Tocoiim e and



w

p =)

>

S6-Lo

SB-6o
f7-S7

- ALNOR 8570, 99057020 ) 6-06-03 822/249620 AZ2:

Scientific Air Analysis, Inc.
‘ ' 47 Fatima Drive
Ashland, MA 01721
(508) 881-7 100
- (B0B) 881-7105 FAX
1-800-287-5252 MA ONLY

BIOLOGICAL SAFETY CABINET SERVICE REPORT

~ /673’@

CLIENT: Amer D osE . TEST#:
ADDRESS: . ID#: #t b
CITY, STATE : MopEL#: SG 6O3S A o
CONTACE: . sErAL#: K &Ol§
TEL#: - ; Location: CL~ &M
msrpare: 7 67 ok : . NEWUSED: A
RECALLDATE: 7~ S [-07 PASSFAIL:  fALS

. SUPPLY ATRFLOWS | EXHAUST AIRFLOWS
SUPPLYRANGE: A/fA  FPM  EXHAUSTRANGEZS3->9C rpu P60

. DUCTED :
SR : YFSUSESLS® 2 5998 |55 M 2S5 266 Exuop [+ Fi2

- 2 2T Y
e szsssesnsegrsis s LY Sl

S G3SELISTSI S 60 |55 MTLs g0 ey TIM 3EP

L: 43/1{: LA ANGFM 5~ EL,-‘UF“(EH:;!{CE}G{AVGFPM:- L 6b

AIRFLOW GAUGE: _ - 75~ ' FACE VELOCITY : / o8
UV BULB INT: UW/CM2 MOTOR'SPEED : . "fo %
TEST RESULTS

DOWNFLOW VELOCITY ~ PASSED, AVG FPM OE$5,.857.5°5 1S WITHIN ACCEPTANCE
RANGE OF : FPM. ALL INDIVIDUAL READ}NGS ARE WITHIN 20% OF DOWNFLOW
AVERAGE.

FACE VELOCITY PASSED AVGFPMOF:  ro = 1S WITHIN ACCEPTANCE
RANGES OF : JOO — {10 FpM. o

ATRFLOW SMOKE PATTERNS PASSED, NO SMOKE ESCAPED FROM THE CABINET, THERE
ARE NO DEAD SPOTS OR REFLUX OVER THE WORK SURFACE.

"FILFERLEAK'TEST PASSED, PENETRATION DOES NOT EXCEED 0.01 % AT ANY POINT.

REFERENCE STANDARD - NATIONAL SANITATION FOUNDATION #49-2002

TESTING INSTRUMENTS ' CALIBRATED NIST#  ID# USED -
ALNOR 8570, 99057017 . 10-04-05 8221264157 KI1: )

ALNOR 550, 2664 . . 10-04-05 8221264157

ATI TDA-2G, 11119 10-04-05 . 8221264157
UVC-254, C.83961 o o 12-15-05 UVL2541335 Ul:
COMMENTS : ‘

§N0 ADJUSTMENTS REQUIRED AT THIS TIME. [ ] HOOD FAILED.

ADJUSTED /ZEROEDMAGNEHELIC GAUGE. b’ ALARM OPERATING PROPERLY.
[ ] UBBULB INTENSITY GOOD /FAIR /POOR. (X[ EXIIAUST OPERATING PROPERLY.
[ 1 INCREASED/ DECREASED MOTOR BLOWER SPEED TO REBALANCE AIRFLOW.
CERTIFIER : '

@&a"(\\;ﬁﬁ |

Cartification and Repair of Clean Rooms and Laminar Flow Ecuiomént '
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Scientific Air Analys:s Inc

47 Fatima Drive +— LT%\_

Ashiand, MA 01721
(508) 881-7100C
(508) 881-7105 FAX
1-800-287-5252 MA ONLY

BIOLOGICAL SAFETY CABINET SERVICE REPORT

CLIENT : ﬂM@LDDSCj mste: (0807

ADDRESS : . - D#: s

CITY, STATE : | MopEL#: SGHOSA

CONTACT: | | - sERIAL#: SB3&DLZ

TEL #: | | " LOCATION: (L@ fbimm

mstoate: 76 0 b - NEW/USED: A/&‘e~

RECALLDATE: #)—3[—07 PASSFALL:  {ASIEo
SUPPLY AIRFLOWS EXHAUST AIRFLOWS

SUPPLY RANGE: FPM EXHAUSTRANGE: 2.§3-280 rpuM

puctep : A/0

. S6SB6LSUSLGb B sy |5 RI:270 272 277  EXHOR:|.ifb IT2

e, SUSBETSB 52585353 §3 Ry 278 288 . ,ccopi3.87 P2

R3: 247 229 213

ok HASL S2S2.51 ST SESH |SF R ZaS 27 278 BXHOM: L7

L. 2fq H: 57 AVGRPM: A EL: 261eH: 288 EXHAVGFPM:‘ﬂKZ{

AIRFLOW GAUGE : . 30 .. pacEVELOCITY: [b6F
UVBULBINT: g/{a- UWCM2 MOTOR SPEED: 4£5~ %
TEST RESULTS

DOWNFLOW VELOCITY  PASSED, AVG FPM OF :57, 555 %18 WITHIN ACCEPTANCE
RANGEOF: =  FPM. ALL INDIVIDUAL READINGS ARE WITHIN 20% OF DOWNFLOW
AVERAGE. ‘

- FACE VELOCITY  PASSED, AVG FPM OF : / 1) 8 IS WITHIN ACCEPTANCE

RANGES OF: J00 —£/0 TFPM.

AIRFLOW SMOKE PATTERNS PASSED, NO SMOKE ESCAPED FROM THE CABINET, THERE
ARE NO DEAD SPOTS OR REFLUX OVER THE WORK SURFACE.

FILTER LEAK TEST PASSED, PENETRATION DOES NOT EXCEED 0.01 % AT ANY. POINT.
REFERENCE STANDARD  NATIONAL SANITATION FOUNDATION #49-2002

TESTING INSTRUMENTS CALIBRATED NIST # ID # USED
ALNOR 8570, 99057017 10-04-05 . 8221264157 @ :
ALNOR 8570, 99057020 : 6-06-05 - 822/249620 A2
ALNOR 550, 2664 : - 10-04-05- 822/264157
ATI TDA-2G, 11119 ' ©10-04-05 822/264157 (A
UVC-254, C.83961 ‘ 12-15-05 UVL25413335 Ul:
COMMENTS : ’ '

(¥ NO ADIUSTMENTSR QU]:RED AT THIS TIME. { ] HOOD FAILED.
[ 4 ADJUSTED f AGNEHELIC GAUGE.  [£"ALARM OPERATING PROPERLY.

[ 1 UBBULB INTENSITY GOOD /FAIR / POOR. [AL-EXHAUST OPERATING PROPERLY.
[ 1 INCREASED/ DECREASED MOTOR BLOWER SPEED TO REBALANCE AIRFLOW.

CERTIFIER :

9%07&@

Al ek T mmnir A Claan Banme and | aminar Flaw Fentiinmeant
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Scientific Air Analysis, Inc.
47 Falima Drive _
Ashland, MA 01721 ' £3~ Fim
(508) 881-7100 ' :
(508) 881-7105 FAX
1-800-287-5252 MA ONLY

BIOLOGICAL SAFETY CABINET SERVICE REPORT

CLIENT : LKMBRLODOSE TEsT#: |08 0b

ADDRESS : . ID#: o

CITY,STATE: . . MODEL#: S &603A

CONTACT: .- SERIAL#: $%%029

TEL#: . | : LOCATION : (. AEA1R0om

westoate: 26T 06 NEW/USED: A/

recaLpats: 22 PASS/FAIL: PASSED

SUPPLY ATRFLOWS - ' EXHAUST AIRFLOWS

SUPPLY RANGE:  A/lx M EXHAUSTRANGE: 253280 Fpm

pyctep: MO

SR : 5’35@?151{5@»5‘?5‘2%? 52 N 2b 273 270 Extop:[4b

L5 ST &3 153 X260 283 26 accop3-87rm
sC:§3S¥5TSE R3: 558 243 27

S sSSITES S 5T Mooy Dy oo WEOM: 3T
L. £ H: 5B AVGEPM: 4/fr  EL:2SBEH:283 EXHAVGFPM: 2468

AIRFLOW GAUGE: . 3% © FacEVELOCTTY: (06
UVBULBINT:  p 1 UW/CM2 MOTOR SPEED : 2%~ %
TEST RESULTS '

DOWNFLOW VELOCITY PASSED, AVG FPM OF :$ 2,535 IS WITHIN ACCEPTANCE

RANGEOF: A7{4 FPM. ALL INDIVIDUALREADINGS ARE WITHIN 20% OF DOWNFLOW
AVERAGE. ,

FACE VELOCITY  PASSED, AVG FPMOF : /06 IS WITHIN ACCEPTANCE
RANGES OF : f64 ~1(b FPM.

AIRFLOW SMOKE PATTERNS PASSED, NO SMOKE ESCAPED FROM THE CABINET, THERE
ARE NO DEAD SPOTS OR REFLUX OVER THE WORK SURFACE.

" FILTER LEAK TEST PASSED, PENETRATION DOES NOT EXCEED 0.01 % AT ANY POINT.
'REFERENCE STANDARD  NATIONAL SANITATION FOUNDATION #49-2002

TESTING INSTRUMENTS CALIBRATED NIST # D # USED
ALNOR 8570, 99057017 10-04-05 822264157 &1
ALNOR 8570, 99057020 © 6-06-05 8221249620 A2:
ALNOR 550, 2664 : 10-04-05 - 822264157 %
ATI TDA-2G, 11119 g 10-04-05 : 8221264157

UVC-254, C.83961 12-15-05 UVL2541335 Ul:
COMMENTS : o

trio ADJUSTWD AT THIS TIME. [ ] HOOD FAILED.
[YADIUSTED GNEHELIC GAUGE.  [4-ALARM OPERATING PROPERLY.
[ ] UBBULB INTENSITY GOOD /FAIR /POOR. [ EXHAUST OPERATING PROPERLY.

[ ] INCREASED / DECREASED MOTOR BLOWER SPEED TO REBALANCE AIRFLOW.

CERTIFIER :

sloe O Ao

- Y . e nte nE PMmmim DA AanA D Aarminnar Claua Emrimeeasd
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Scientific Air Analysis, Inc.
- 47 Fatima Drive
Ashiand, MA 01721
(508) 881-7100
(508) 881-7105 FAX
1-800-287-5252 MA ONLY

BIOLOGICAL SAFETY CABINET SERVICE REPORT

_ . - - iYL
CLIENT: A Megy DoSE TEST #:
" ADDRBSS: . . ‘ - m#:  #H# 3
CITY, STATE:: | | MODEL#: S& L6063 A
CONTACT: o SERIAL#: £ 0o 26
TEL#: _ LOCATION: ' ( f et
TEST DATE ; ’7 -6 -0 G» NEW/USED:  Afews
RECALLDATE: Z— 3 (- O 7 PASSIFAIL:  Z74.50
SUPPLY AIRFLOWS ' EXHAUST AIRFLOWS
SUPPLY RANGE: A/ /ﬁ FPM  EXHAUST RANGE:q7F 7- 240 FIM p 35
: DUCTED :

: LESEce bl Se 5T |55 R 2¢9 29f Z56 EXHOP Y. Yl
SR: S35 YGs 6L _ R2: 256 208 2859 ACCOPZ, F4 FT2

0150 ¢ SYSLGSCSYSTSY R3S 554 77
SF: 53 SLUES LYY SLSE) og BY: Sy 262 20k EXHCRM: 277
L. 7 H: 61 AVGERM: GUf EL;([%H,}?QE}G{AVGFPM ol Nt
AIRFLOW GAUGE: . 3¢ : FACEVELOCITY : £O Cﬁ
UV BULB INT : N/ﬁ UWICM2 MOTOR SPEED : l;f(j %

TEST RESULTS

DOWNFLOW VELOCITY PASSED, AVGFPM OEXS, 54, S 31S WITHIN ACCEPTANCE
RANGE OF : _ FPM. ALL INDIVIDUAL READINGS ARE WITHIN 20% OF DOWNFLOW
AVERAGE. . _ '

FACFE, VELOCITY  PASSED, AVGFPMOF: - [ O (75 IS WITHIN ACCEPTANCE
RANGES OF : /(50 — /1 & FPM.

AIRFLOW SMOKE PATTERNS PASSED, NO SMOKE ESCAPED FROM THE CABINET, THERE

* ARE NO DEAD SPOTS OR REFLUX OVER THE WORK SURFACE.

" FILTER LEAK'TEST PASSED, PENETRATION DOES NOT EXCEED 0.01 % AT ANY POINT.
REFERENCE STANDARD  NATIONAL SANITATION FOUNDATION #49-2002

TESTING INSTRUMENTS . CALIBRATED - NIST#  ID# USED
ALNOR 8570, 99057017 10-04-03 822/264157
ALNOR 8570, 99057020 - 6-06-05 822249620 AZ:

© ALNOR 550, 2664 . 100405 8220264157 . A
ATI TDA-2G, 11119 . 100405 . 822/264157 @
UVC-254, C.83961 12-15-05 . UVL2541335 U
COMMENTS : '

NO ADJUSTMENTS REQUIRED ATTHISTIME, [ ] HOODFAILED. -
ADJUSTED (ZEROEDMAGNEHELIC GAUGE. 34’ ALARM OPERATING PROPERLY.

" 11 UBBULB 11\‘¢"I‘ENSITY GooD /FAIR/POOR. P EXHAUST OPERATING PROPERLY.

. [ ] INCREASED / DECREASED MOTOR BLOWER SPEED TO REBALANCE AIRFLOW. -
CERTIFIER : -

o

Nartifinatinn and Ranair of Clran Roome and | aminar Flnw Fatiinmeant
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Scientific Air Analysis, Inc. S FPm
47 Fatima Drive
Ashland, MA 01721
- (508) 881-7100
(508).881-7105 FAX
1-800-287-5252 MA ONLY

BIOLOGICAL SAFETY CABINET SERVICE REPORT

CLIENT ; WﬁﬁIDOXE_ . TmsT#: [080F
ADDRESS: . | ID#: P
CITY, STATE: - MODEL#: 3 6b03A
CONTACT: . SERIAL#: 880LT
TEL #: LOCATION: C.LlEanfodM
mestoaTE: | 1~ 60k NEW/USED: A/l
RECAILDATE: '1-3(707 PASSFALL: (A3SE=
SUPPLY AIRFLOWS ‘ EXHAUST AIRFLOWS

SUPPLY RANGE: ———  FPM EXHAUST RANGE: 25,’ 3~ 250 rpM

, : DUCTED : /0

. - = 5 ssp sz Ri: 264 27;\"7—23 EXHOP: .46 Fr2-
SR: §2 52535351 ‘f R2. 257 2ed 243

sc: #A St $2 S SUSISLST w3505 S92 277 accor:3-87 Fm2
si: A8 ST U YASTSBSUSS M: 209 22 2463 EXHCM:ZTZ

L: #<$ H: §9 AVGEPM: Nfa EL:2S7EH: 278 EXHAVGFPM;Z,(B.?

AIRFLOW GAUGE : - 2735 FACE VELOCITY : (06
uv BULB INT: /L/ [ UwicM2 MOTOR SPEED: 45~ %
TEST RESULTS

DOVVNFLOW VELOCITY PASSED, AVGFPM OF: 53 3; 5213 WITHIN ACCEPTANCE
RANGECQOF: —— F?M, ALL INDIVIDUAL READINGS A_RE WITHIN 20% OF DOWNFLOW
AVERAGE.

. FACE VELOCITY  PASSED,AVGFPM OF: [ {) E 1S WI'IH[NACCEPTAN CE

RANGES OF : {06 ~[] 0  FPM.

AIRFLOW SMOKE PATTERNS PASSED, NO-SMOKE ESCAPED FROM THE CABINET, 'I'I—}IERE
ARE NO DEAD SPOTS OR REFLUX OVER THE WORK SURFACE.

FILTER LEAK TEST PASSED, PENETRATION DOES NOT EXCEED 0.01 % AT ANY POINT.
REFERENCE STANDARD  NATIONAL SANITATION FOUNDATION #49-2002

TESTING INSTRUMENTS CALIBRATED NIST#  ID# USED
ALNOR 8570, 99057017 10-04-05 822/264157 Al
ALNOR 8570, 99057020 6-06-05 82212496200 A2:
ALNOR-550, 2664 10-04-05 822/264157

ATI TDA-2G, 11119 . 10-04-05 . 8220264157

UVC-254, C.83961 - 12-15-05 UVL2541335 Ul:
COMMENTS :

[“I’E\I O ADJU: STD AT THIS TIME. [ 1 HOOD FAILED.

[t} ADJUSTED ( ZEROEB-MAGNEHELIC GAUGE. - [/ ALARM OPERATING PROPERLY..

[ ] UBBULB INTENSITY GOOD /FAIR/POOR. [ §”EXHAUST OPERATING PROPERLY.
[ 1 INCREASED / DECREASED MOTOR BLOWER SPEED TO REBALANCE AIRFLOW. ‘
CERTIFIER : . '

ot m,,;?

M arvtifinntinn and Ranair of Clean Ronms and | aminar Flow Fnuinmen.f




Medicatjon Strength TRACKING #
Manufacturer Manufacturer’s Lot# Manufacturer’s Exp Date:
Color/Farm ID Inscription Customer
Date Received Quantlty Recewed _ Tech Slguature
REPACKAGING Attach Repackaged Sample C Inspect[on of Product
DOCUMENTATION: O Inspection of Label
Quantity Repackaged: O Labei Verifed by
O Clean Feed Table or Tubmg for Liquid
Repackaging -
2 Confirm Screen )
0O Repeater Pump Calibrated for Liquid
Repackaging. Verified By

-Repackaging Tech Comments:
leference in Quantity Explained:

VERIFICATION DOCUN[ENTATION

ODCooo

Inspection of Product
Inspection of Label
Inspection of Blister .
Inspection of Foil
100% Verified Correct

Repackaging Machine #-

Repackaging Tech Signature:

RS, : e R

Verification Tech Signature;

Vertfication Comments:

QUALITY ASSURANCE DOCUMENTATION:

10o0ogooo

Tnspection of Product

Inspection of Label

Inspection of Blister-

Inspection of Foil

Inspection of Completed Repaokagmg Record

Quality Assurance Officer Signature:

QA Comments

SHIFPPING DOCUMENTATION: Date and Time

% Packaged per SOP
0O Med Package insert

O Invoice
O Package Slip

Shipped:

il Al e ]
e —————— e e

Shipping Tech Signature:

Shipping Comments:

SOP 5.010

Attachment 1

Version 1.0




Medication ___ Strength TRACKING #
Manufacturer Manufacturer’s Lot# Manufacturer’s Exp Date:
Color/Form ID Enscription Customer -
Date Rece:ved - Quantlty Recelved T‘ech Sl gnature
REPACKAGING Attach Repackaged Sample 0 Inspection of Product
DOCUMENTATION: O Inspection of Label
Quantity Repackaged: O Label Verified by:
O Clean Feed Table or Tubing for Liqmd
Repackaging
0 Confirm Screen
[0 Repeater Pump Calibrated for Liquid
Repackaging. Verified By:

Repackaging Tech Comments:
Difference in Quantity Explained:

[0 Inspection of Product
O Inspection of Label

O Ingpection of Blister
O Tnspection of Foil

O 100% Verified Correct

VERIFICATION DOCU'MZENTATION

Repackaging Machine #

Repackaging Tech Signature:

Veriﬁcaﬁo_n Tech Signature:

Verification Comments:

QUALITY ASSURANCE DOCUMENTATION:

Inspection of Product
Tnspection of Label
Inspection of Blister
Inspection of Foil

ooooag

Inspection of Completed Repackagmg Record

Quality Assurance Officer Signature:

QA Comments:

SHIPPING DOCUMENTATION:
" O Packaged per SOP

O Med Package Insert

(1 Invoice :
‘[0 Package Slip

"Date and Time

Y e——r T T e E—— i

Shipping Tech Signature:

Shipped:

Shipping Comments:

SOP 5,040

Attachment 1

Version 1.0




Reglstered Technicians ROSTER (Llst or see attached Roster)
1) _

2)

3)

4)

Inspection Findings
1)

2)

3)

Statutes / Regulations Cited: _ o
A=21USC . B = 247 CMR, - C=105CMR D= 94CL
E = MGL 112 SEC 61 F=MGLCI38S15l. G=MGLC 138 S30A

Licensee Signature: g?/ License No: Z O Z J 7

Date:

Investigator's S_ignature: g ;
Date: o /] ‘71./13;/%

'Superwsor s Signature
Date:




The Commonwealth of Massachusetis
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure
239 Causeway Street, 2™ Floor, Boston, MA 02114

MITT ROMNEY
GOVERNOR

KERRY HEALEY
LIEUTENANT GOVERNOR

TIMOTHY R. MURPHY
PAUL J. COTE, JR.
COMMEISSIONER -

JEAN K. PONTIKAS
DIRECTOR

REQUEST FOR STAFF ASSIGNMENT

Send létter to complainant; [1  Board to send letter to complainant of outcome: [

(To be filed Out by Reqaestor)

BOARD NAME (entie: _ PHARMACY { :
REQUESTED BY : JamesD Coffey, Assoc. Dir.  Date: 05/12/06 "Nk @D

APPROVED BY: ' - DATE ASSIGNED: .
INVESTIGATOR ASSIGNED:
Summary of Assignment: __ To conduct a controlied premises initial inspection of Ameridose,

| LLC proposed to be located at 50 Fountain Street, Framingham, MA 01702 pursuant to a NEW |

1 PREMISES application. The-proposed Manager of Record of such p.halmacy is Sophia Pasedis, R.Ph.,
-(Lic. No. 20217). The contact person for such inspection is Sophia Pasedis; R.Ph., MOR (508-656-2653 | .
| ). The proposed opening date is not indicated on fhe application. (Investigator shall ensure that a
designated counseliﬁg area is provided prior to related approval and that pharmacy is to comply with
| company policies for counseling. Please distribute the Boards Best Practices to the proposed Manager of
Record. **It shquld be noted that the Board APPROVED the requested WAIVER 6.02(4).
| The “original” inspection rebort shall be forwarded to the Board to be attached to the application

for licensure pﬁor to granting a final permit number.

S: \thmacy\STAFF ASSIGNMENTS\ameridose. ﬁ'ammgham may.new.2006.doc
Last Updated: 05/12/2005




The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure
239 Causeway Street 2" Floor, Boston, MA 02114

(To be filed out by Investigator)

Complainant Name:
"Phone #:
Subject of Assagnment

Lic #:
Home Address:
Phone #: ___ |
City, State, Zip:

Business Name:

Lic #:

Address:
Phone:

City, State, Zip:

DISPOSITION:

Investlgators Initials:

Date Completed: Tlme Utlhzed: B hrs
: minutes '
" Additional Information attached: OYes [INo

Supervisor's signature: Date:

S Pharmacy'STATT ASSIGNMENTSwmeridose. framingham.may. new.2006.doc
Fast Updated 05/12/2005




Received
APR 25 2008

BOARD OF
PHARMACY

Application for
‘Registration to Manage and
Operate a New Community

Pharmacy

Ameridose, LI.C
50 Fountain Street
Framingham, MA 01702
508-656-2653
fax 508-872-0044

Ameridose...Enhancing Public Health, Welfare and Safety




The Commonwealth of Massachusetts
Executive Office of Health and Human Services
: ' Department of Public Health

: Division of Health Professions Licensure

AT

Board of Registration in Pharmacy

M eanon " 239 Causeway Street, Suite 200, 2" Floor
KERRY HEALEY “Boston, MA 02114
HIEUTENANT GOVERNOR (800) 414-0168 (office) / 617-973-0983 (fax)
T oY . http://www.mass.gov/reg/boards/ph

PAUL J. COTE, JR.
COMMISSIONER

JEAN K. PONTIKAS
DIRECTOR

APPLICATION FOR REGISTRATION TO MANAGE AND OPERATE
ANEW COMMUNITY PHARMACY

(1) In order to be registered by the Board to manage and operate a pharmacy or pharmacy
department and be issued a permit to do so, the registered pharmacist who shall be responsible
for the management and operation of the pharmacy or pharmacy department shall obtain and
submit to the Board an application for registration to manage and operate a pharmacy or
pharmacy department available from the Board. A completed application shall be:

(a) fully and properly completed and signed, under the penalties of perjury, by the
pharmacist who is to manage and operate the pharmacy or pharmacy department;

(b) accompanied by a statement of the scheduled hours during which the pharmacy or
pharmacy department is to remain open, including the time of opening and closing during
regular business hours for cach day of the week; Attachment “D”

{c) accompanied by an application, available from the Board, for a Massachusetis |
- controlled substance registration;

(d) accompanied by an application, available from the Board, for a certificate of fitness, if -
applicable;

(¢) accompanied by a check or money order made payable, in the,proper- amount, to the - o
"Commonwealth of Massachusetts Board of Registration in Pharmacy"; and
() accompanied by any additional information as determined by the Board. d

(g) accompanied by an official blueprint or certified architectural plans drawn to scale clearly
designating both the prescription and patient consultation areas (pharmacy departmerit v
shall be outlined in RED).

(2) A completed application to operate a pharmacy shall include:

(@) a copy of the corporation's Articles of Organization, signed and sealed by the -
Secretary of State if the corporation is incorporated in the Commonwealth; '




{(b) a copy of the corporation's Foreign Corporation Certificate, signed and sealed by the
Secretary of State pursunant to M.G.L. c. 181, § 4, if the corporation in incorporated in H/ e
another state;

(c) a statement of the name and address of cach officer and director of the corporatlon /
and the position held;

(d) the d/b/a name of the corporation; and n(d
(f) if the corporation is not publicly owned, the total amount and type of stock issued to
each stockholder and the names and addresses of said stockholder(s).

(3) The Board shall not register nor permit ownership of a pharmacy or pharmacy department by -
a practitioner with prescriptive privileges.

(4) Before acting upon any application for registration to manage and operate a pharmacy or
pharmacy department, the Board may require a hearing and, if requested to do so, the applicant Y
. shall personally appear before the Board to answer questions to enable the Board to determine
that issuance of a permit would be 1n the best interests of the pubhc health, welfare and safety as

set forth im M.G.I.. c. 112, § 39,

(5) The Board may require an inspection of the pharmacy or pharmacy department before final v
approval of the application is granted. All proposed pharmacies and pharmacy departments shall
comply with the following requirements:

(a) No application for registration to manage and operate. a pharmacy or pharmacy
department shall be approved unless upon inspection, the following is maintained on the
pharmacy premises:

v

1. a current copy or clectronic version of the Massachusetts List of Interchangeable-Drugs v
(MLID), including the Orange Book, Addltxonal List, Exception List, and the latest
supplements thereto; :

2. a current copy or electronic version (with quarterly updates) of a compendia. v
appropriate to the practice setting approved by the pharmacist manager of record.

3. a current copy or electronic version of Board Regulations 247 CMR 1.00 et seq.; v

4. a balance capable of accurately weighing quantities as small as 13 milligrams, which e
balance shall be tested and sealed by the state or local sealer of weights and measures
annua]ly,

5. the equipment necessary to conduct the practice of pharmacy according to the -
standards set forth by most current edition of the United States Pharmacopoeia;

6. prescription labels which bear the name and address of the proposed pharmacy; v

7. appropriate samtary appliances, including a suitable sink which shall be equlpped for
hot and cold running water and Wluch shall be situated i in or near the area in which «~
prescriptions are to be ﬁlled




8. whenever applicable, at least one bound book for recording sales of controlled
substances which may be sold over-the-counter without a prescription; and

9. whenever applicable, at least one book for recording sales of alcoholic beverages and
signatures of the purchasers of these beverages.

(b) There shall be within every pharmacy or pharmacy department a prescnpnon area of
not less than 300 square feet to accommodate the appropriate pharmaceutical equipment,
apparatus, and supplies, and to facilitate the proper preparation and compounding of
prescribed medications. This area shall prov1de for an arrangement and storage of drugs
that is calculated to prevent their accidental misuse.

(c) Any pharmacy or pharmacy department Which establishes a central intravenous
admixture service (CIVAS) shall, in addition to the 300 square feet required by 247 CMR
6.01(6)(b), provide for a separate room referred to as a "clean room" apart from all other
areas of the pharmacy or pharmacy department. This clean room shail meet the following

requirements:
1. There shall be a minimum working area of 72 square feet; \

2. it shall be closed on all sides except for a door and an opening to allow for the passage
of materials;

3. it shall have a laminar flow hood with either vertical or horizontal air flow;

4. the lamjnar flow hood standards of operation of HEPA (High Energy Particulate Air)
filters and prefilters must be determined and certification shall be made annually by a
Board-approved hood certification service; :

5. the Board shall be notified before beginning operation of the clean room to verify hood
certification;

6. the area of the clean room shall be under continual positive pressure unless the hood is
self-venting; and

7. applications for construction of a pharmacy with a clean room received after

September 30, 1996 shall show the clean room located directly adjacent to the

prescription area/department.
(d) Patient Consultation Area.

1. A pharmacy must provide a designated consultation area, with signage stating "Patient
Consultation Area", designed to provide adequate privacy for confidential visual and
auditory patient counseling. The private consultation area must be accessible by a patient.
from the outside of the prescription dispensing arca without having to traverse a
stockroom or the prescription dispensing area. .

2. 247 CMR 6.01(5)(d) shall be effective for all new or relocating pharmacies on April 1,
2005. All existing pharmacies must comply with 247 CMR 6.01(5)(d) by Japuary 1,
2007.

AL G G




(6) The Board shall issue a permit indicating the pharmacy or pharmacy department’s
registration number if the Board finds, in its reasonable discretion, that approving the application
would be consistent with the best interest of public health, welfare and safety. '

(7) All fees submitted to the Board in connection with an application for registration to operate a -
pharmacy or pharmacy department, which are reviewed and acted upon by the Board, are

nonrefundable.

Please be advised that no pharmacy and pharmacy department shall begin to operate until the application has
been approved by the Board and: 1) the pharmacist Manager of Record has received from the Board a permit
number to manage and operate the pharmacy and or pharmacy department, and 2) has received a controlled

substances registration number.

For complete information regarding relocation regulations, please refer to 247 CMR 6.01 & 6.02. If additional
nformation is necessary, please contact the Board office at (800) 414-0168.

To obtain a DEA number, please contact the Drug Enforcement Administration (DEA) office for an application. The
address is: J.F.X. Federal Building

Drug Enforcement Administration

Room E400 :

15 New Sudbury Court

Boston, MA 02203-0131

(617) 557-2200




_ The Commonwealth of Massachusetts | T ROMNEY
Q Executive Office of Health and Human Service

KERRY HEALEY

Department of Public Health LIEUTENANT GOVERNOR
Division of Health Professions Licensure TIMOTHY R, MURPHY
. SECRETARY
Board of Registration in Pharmacy . GOTE, JR.
239 Causeway Street, Suite 200, 2™ Floor Receivad
Boston, MA 02114 DREcTOR
(800) 414-0168 (office) / 617-973-0983 (fax) APR 25 7006
http://www.mass.gov/reg/boards/ph
BOARD OF
APPLICATION FOR A NEW STORE PHARMACY

Thereby apply for a permit to operate a store for the transaction of retail drug business in accordance with the provisicns
of Chapter 112, General Laws.

$351.00 licensure / application fee. Make check or money order for $351.00 payable to the Commonwealth of
Massachusetts. This fee is non-refundable.

1. Legal Name of Business. Ameridose, LLC

2. Full Business Address (Street Address, City, State and Zip). 50 Fountain Street, Framingham, MA 01702

3. Area Code and Telephone Number. 508-656-2653

4. All trade or business names (“D.B.A.” names) used by same Corporation or by License, Ameridose, LLC

5. Type of ownership or operation (i.e., sole propnetorsh1p, partnershlp, corporatlon) Limited Liability Company
(LLC)

If corporation, please submit articles of corporation. Please see Attachment “A”

3. Names(s) and Social Security Number(s) of the owner(s) and/or operator(s) of the licensee. Please
indicate type of ownership - Partnerships: the name of each partner and name address of partnership;




10.

11.

12.

14.

15.

16.

17.

Corporations: the name and title of each corporate officer and director, the corporate names, name and
address of parent company; if any, and the State of incorporation; Sole Proprietorship: the name of the sole
proprietor and the address of the business entity. Please see Attachment “B”

7. Name of registered pharmacist charged with the management of the pharmacy. Sophia Pasedis, RPh, PharmbD.

Registration number of above manager. 20217
Name(s) and régistration number(s) of staff pharmacist(s) employed at pharmacy. Sophia Pasedis, RPh, PharmD.

Have any of the applicant(s) and/or managers-in-charge had: 1) any convictions related to the distribution

of drugs (including samples); 2} any felony convictions; 3) any suspension(s) or revocation(s) or other
sanction(s) by federal, state or local governmental agency of any leense or registration currently or previousty
held by the applicant or license for the manufacture, distribution, or dispensing of any drugs, including controlled
substances? NO :

Have any applications for licensure been denied by any federal or state agency including any
state board of pharmacy? NO

List and explain. Attach additional sheets if necessary. N/A

The applicaﬁt/licensee must notify the Board in writing of any changes in ownership or management within
thirty (30) days of such change(s).

Social Security Number (Mandatory). (i R :
Pursuant to M.G.L. c. 62C, 5. 47A, the Division of Registration is required to obtain your social security number
and forward it to the Department of Revenue. The Department of Revenue will use your social security number
to ascertain whether you are in compliance with the tax laws of the Commonwealth. '

List any licenses/certifications you hold in the United States or any country or foreign jurisdiction and the
state/jurisdiction from which the license/certification was originally issued. Please attach a certificate of standing
from each state or jurisdiction in which you are licensed/certified, indicating the status of your Ticense and amy
relevant disciplinary information. Massachusetts Registered Pharmacist License #20217, Attachment “C.”

Has any disciplinary action been taken against you by a licensing/certification board located in the United States

or any country or foreign jurisdiction? Yes: [1 No: X
If yes, please state the details (use a separate sheet if necessary). N/A

Are you the sﬁbj ect of pendin;c,r disciplinary actions by a licensing/certification board located in the United States
or any country or foreign jurisdiction? Yes: 0 No: X :
If'yes, please state the details (use a separate sheet if necessary). N/A

Have you ever voluntarily surrendered or resigned a professional license to a licensing/certification board in the

United States or any country or foreign jurisdiction? Yes: 0 No: X
If yes, please state the details (use a separate sheet if necessary). N/A

Have you ever applied for and been denied a professionai license in the United States or any country or foreign
jurisdiction? Yes: 0 No: X '
If yes, please state the details (use a separate sheet if necessary). N/A



18. Pursuant to Board Regulations at 247CMR 3 6.01(3), The Board shall not register nor perﬁ:it ownership of
a pharmacy or pharmacy department by a practitioner with prescriptive privileges. By signing this
application the applicant certifies that none of the owners, directors or officers have prescriptive privileges.

Affidavit (must be completed and notarized)

Pursnant to MLG.L. c. 62C, s. 49A, I certify under the penalties of perjury that I, to the best of my
kuowledgc and belief, have filed all state tax returns and paid all state taxes requued under law.

The applicant certifics that each person employed in any prescription drug distribution activity has the education,
training, and experieace, or any combination thereof, sufficient for that person to perform the assigned functions in
such a manmer as to provide assurance that the drug product quality, safety, and security will at all times be

maintained as required by law.

I hereby state that I am the person aithorized to sign this application for all licensure; that all statements are true and

correct in all respects and are made undcﬁenalﬁes of pequry.

“Signature of ph‘éninacist who is te3nanage the pharmacy or pharmécy department

W
April/5s, 2006

Date

ecurity Number of the Manager of Record

Sworn and subscribed before me this / q% day of Q Df 3 (‘Q Q’)(g

My co@ssion expires k;)[} Sl )ca('} 1. O_@J-»U-—Q /:Bil

Pubhc

To be completed by the Board; Chock$ 347 DatelZ 5/0f Wumber /72




Adfachume wFA

State House; Bostorn, Massackusetts 09753

William Francis Galvin
Secretary of the
Commonwealth

April 10, 2006
TO WHOM IT MAY CONCERN:

I hereby certify that a certlﬁcate of orgamzatlon of a Limited Liability Company was
filed in this office by

AMERIDOSE, LLC

in accordance with the provisions of Massachusetts General Laws Chapter 156C on February 8,
2006.

I further certify that said Limited Liability Company has filed all annual reports due and
paid all fees with respect to such reports; that said Limited Liability Company has not filed a
certificate of cancellation or withdrawal; and that, said Limited Liability Company is in good
standing with this office.

I also certify that the names of all managers listed in the most recent filing are:
GREGORY CONIGLIARO, BARRY J. CADDEN

_ I further certify, the names of all persons authorized to execute documents filed with this
* office and listed in the most recent filing are: GREGORY CONIGLIARO BARRY J.
CADDEN ‘

'The names of all persons authorized to act with respect to real proﬁerty listed in the most
recent filing are: GREGORY CONIGLIARO, BARRY J. CADDEN

In testimony of which,
I have hereunto affixed the
Great Seal of the Commonwealth

on the date first above written.

;&W%

Secretary of the Commonwealth

Processed By:MT




Attachment A"

3
Eeion
AMERIDOSE, LLC
CERTIFICATE OF ORGANIZATION FEB 3 8 2008
SEOAFT AR e C F .t "'-‘ tH
CrRrE, DT =k

Pursuant to the provisions of the Massachusetts Limited Liability Company Act (the “Act™) -
the undersigned hereby certifies as follows:

1L Name of the L imited L iability Company. The name of the limited liability
company formed hereby (the “Company™) is Ameridose, LLC.

2. Office of the Limited Liability Company, The address of the office of the
Company in the Commonwealth required to be maintained by Section 5 of the Act is 50 Fountain
Street, Framingham, MA 01702,

n

3. Agent for Services of Process. The name and address of the resident agent for
services of process for the Company 1s Gregory Comgharo 50 Fountain Street, Framingham, MA
01702. .

4. Date of Dissolution, The Company is to have no specific date of dissolation.

- 5. Manager.  The Managers are:

- Gregory Conigliaro
50 Pountain Street |
Framingham, MA 01702

‘Barty J. Cadden
50 Fountain Street
Framingham, MA 01702

6. Execution of Documents.,  Either Manager is authorized to execute any documents
to be filed with the Secretary of State of the Comnmonwealth of Massachusetts.

7. Basiness of the Company.

¢ {a)  To provide unit dose repackaging services;
(b)  To exercise all other powers necessary to or reasomably connected with the
Company's business that may be legally exercised by lmited Hability companies
under the Act; and

{¢)  Toengageinall activities necessary, customary, convenient, or incident to any of the
foregoing.

8. Execution of Documents Relating to Real Property. Either Manager is authorized




-t

to execute, acknowledge, deliver and record any recordable instrument on behalf of the Company

purporting fo affect any iterestin real property, whether to be recorded with a registry of deeds ora
district office of the Land Court,

IN WITNESS WHEREQF, the undersigned hereby affirms under the penalties of perjury
thai the facts stated herein are true, this _&,_ day of February, 2006,

9




Check/Voucher # R

The Commonwealth of Massachusetts
Limited Liability Company -
.+« - - {General Laws, Chapter 156C)

e€8Z16
oo
123 - 2 .
Ex & 2 L. .
w3 o= 3 Filed this___ & day February, 2006
- Q- e ’ .
z j @« 2 i )
2D ) = ’
[l =
2B os
Cns- [ 19 _
[P T =
w2 = 2
o i

_%9';_ -

‘William Francis Galvin
Secretary of the Commonwealth

Name Joip7sin 0 Thmisn

Phone _ 6/7 94y 2sp)




Attachment

Ameridose, LL.C N

50 Fountain Street, Framingham, MA 01702
Tel: 508-656-2653
Fax: 508.872-0044

TYPE OF OWNERSHIP
Limited Liability Company
Organized in the Commonwealth ol Massachusetts

COMPANY OPERATORS/ MANAGERS ‘

Gregory A. Com']ia, Manager

Barry J. Cadden, R. Ph., Manager

LILC OWNERS

1. Carla R. Conigliato
Ownership: 55% membership interest

2. Barryj. Cadden, R. Ph. ‘
Ownership: 17,5% membership interest

3. Lisa M. Conigliaro Cadden, R. Ph.
Ownership: 17.5% membership interest

4. Gregory A. Conigliaro
Ownership: 10% membership interest




Atachment ‘o

CQMMONWEALTH OF MASSR(_:;-—IU;E_TTS

BOARD OF REG;SRA
AW PhaRMACY !
E THIS ‘LICEN
REGI STERE«E PH@F‘{EﬁiCI ST

kMPQRTANT

bf this license hecomes lost of destroyed, no‘ufy your Boart
rtment of public Health, 238 Causeway St., ¢

Sth Floor, Bostor, MA 02114

' \ _DPH CONTROL# 0259680

e

{ YOUF name or address changé, N ity youl poard 10 jnsurg” ¢

ﬁhe proper rnaiiing of your next Renewal Apphcatlon Always 5
refer 1o your license number when cotresponding with your

B is license 1g subject to the provisions of the _
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The Commonwealth of MaSSachusetts

Attachment

ch:':
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure
MITT ROMNEY Board of Registration in Pharmacy
KERRY HEALEY 239 Causeway Street, Suite 200, 2™ Floor
LIEUTENANT GOVERNOR Boston, MA 02114
TIMOTHY R. MURPHY (800) 414-0168 (office) / 617-973-0983 (fax)
PAUL . COTE, JR. ggttp://www,mass.gov/reg/boards/ph
COMMISSICNER ) '
JEAN K. PONTIKAS
DIRECTOR .
PHARMACY HOURS
Name of Store: Ameridose, LLC
Street: 50 Fountain Street
City or Town: Framingham Zip Code: 01702 |
Phone Number: 508-656-2653
Open Close Hours
Monday 8:30 am 5:30 pm 9
Tuesday 8:30 am 5:30 pm 9
Wednesday 8:30am 5:30 pm 9
Thursday - 8:30 am 5:30 pm 9
Friday 8:30 am _5:30 pm 9
Saturday | 0
Sunday 0
Total Hours Per Week: * .
April 14, 2006 e %7
Date ' Signature of Ma_x_laéer of Record or Buly Authorized Representative

Sophia Pasedis, RPh, PharmD.
Print Full Name :




- Application for
Certificate of Fitness

Received

soR 25 1008

SOARD OF
PHARMACY

Ameridose, LLC:
50 Fountain Street |
- Framingham, MA 01702
508-656-2653
fax 508-872-0044

Ameridose...Enhancing Public Health, Welfare and Safety



The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure

N SOVERNGR | Board of Registration in Pharmacy
L KERRY HEALEY 239 Causeway Street, Suite 200, 2™ Floor
A Boston, MA 02114 Received
SECRETARY | (800) 414-0168 (ofﬂce) / 617-973-0983 (fax)
PAUL J, COTE, JR. http://www.mass.gov/reg/boards/ph R 25 2006
COMMISSIONER :
JEAN K. PONTIKAS BOARD OF
DIRECTOR PHARMAGY

APPLICATION FOR A CERTIFICATE OF FITNESS
Manager of Record Must Complete Application. Fee: $120.00

I, Sophia Pasedis (name), at 508-656-2653 (telephone), of 50 Fountain Street (street address), Framingham (city),
MA (state), 01702 (zip code), a registered pharmacist, certificate number 20217 being now

actively engaged in conducting a retail drug business as sole owner or Manager of Record for the firm /

corporation of Ameridose, LLC do hereby apply for CERTIFICATE OF FITNESS, claiming to be a proper person to
be entrusted with the authority to:

1) Use alcohol for the manufacture of United States Pharmacopeia and National Formulary preparations and all
medicinal preparations unfit for beverage purposes,

2) Sell, in accordance with the laws of the Commonwealth, alcohol and alcoholic liquors, and that the public good
Wlll be promoted by the granting of such license.

I have $0 (give dollar amoumt) invested in said retail business and will comply with the laws of this Commonwealth and
the regulations of the Board relating to the use and sale of the alcohol and alcoholic liquers.

I certify that I have not been convicted of a violation of said laws within one year prior to the date of this application.

Tagree to notify the board at once if I cease to conduct the retail drug business at the above locaiion and will return the
certificate issued thereon.

Sigred g@ 7

Date: April 14, 2006

Please submit non-refundable check or money order for $120.00 payable to the Commonwealth of
Massachusetts.

- Please do not write below this line -

Check / )—Z) M.O.
Number &2 _ Date él//}/ 07




Application for
Mass. Controlled Substance

Registration
F?eceived |
APR 25 2008
T
Ameridose, LLC

| 50 Fountain Street
Framingham, MA 01702
508-656-2653
- fax 508-872-0044

Ameridose...Enhancing Public Health, Welfare and Safety




The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure

e VERNOR | | Board of Registration in Pharmacy
| KERRYHEALEY 239 Causeway Street, Suite 200, 2" Floor |
' | _ Boston, MA 02114 '
aadtai el (800) 414-0168 (office) / 617-973-0983 (fax) 1€CeIyay
PAUL J. COTE, JR. | http://www.mass.gov/reg/boards/ph APp 25 1
R A | I ’
Pty

APPLICATION FOR MASS. CONTROLLED SUBSTANCE REGISTRATION

FEE: $151.00

Cash : Check tg / Lf/

M.O.

No. | // } g : Date 47/2//5;

Please do not write above this line

I'here apply for Registration under Mass. Controlled Substances Act-M.G.L. 94C Section 7.

Applicant Name (corporation) Ameridose, LLC

" Business Address: 50 Fountain Street

(No. and Street)

Framingham, MA 01702

(City or Town) (State) (Zip Code)
Registration Classification: ‘
(ay X . _ Retail Dmg Store  (b) ‘Wholesale/Mfg/Dist.
- (c) Hospital/Clinic/Inst. (d) __Nuclear

FEIN # 20-4253511




Drug Schedule

Schedule IT Schedule I (X)) Schedule IV - (X)) Schedule V' (X) Schedule VI
(X)) Non-Narcotic (X ) Non-Narcotic :
(X )Narcotic (X)) Narcotic

Current drugstore permit No. pending v Current Wholesale Druggist License No. n/a
L/

(2T AL

(Ownengf facility rnus{’si an a‘ﬁplication)

Signature of Applicant

Please submit cheek or money order for $151.00 payable to the Commonwealth of Massachusetts.

WARNING: ' S

In accordance with Chapter 94 M.G.L. Sec 13, the Board of Registration in Pharmacy in the case of aretail drug
business or wholesale druggist, may suspend or revoke a registration to manufacture, distribute, dispense or possess a
controlled substance after a hearing pursuant to the provisions of Chapter 34A and upon finding that the registrant has
furnished false or fraudulent information in any application filed under the provisions of Chapter 94C.




- Ameridose, LLC
50 Fountain Street, Framingham, MA 01702
508-656-2653, fax 508-872-0044

April 25, 2006

Charles R. Young

Txecuttve Director Recelved
Massachusetts Board of Registration in Pharmacy
239 Causeway St APR 25 2006
Boston, MA 02113

_ _ BOARDOF
Dear Mr. Young, PHARMACY

Please find attached our Application for Registration to Manage and Operate a New
Community Pharmacy as well as supporting applications and drawings.

We are confident that our services will fill an urgent need in the Massachusetts
healthcare environment and enhance public health, welfare and safety.

I may be reached at 508-656-2633 should you require further information. Thank you for
your consideration. ‘

- Sincerely,

AMERIDOSE, LLC.

Grego omgW

Manager

Ameridose.. . Enhancing Public Health, Welfare and Safety




Received
KPR 25 2006

BOARD OF
PHARMACY

Petition for a Waiver of the
Provisions of 247 Licensure
of a Pharmacy and or

-~ Pharmacy Department

Ameridose, LI.C
50 Fountain Street =~
- Framingham, MA 01702
508-656-2653
fax 508-872-0044

Ameridose...Enhancing Public Health, Welfare and Safety




The Commonwealth of Massachusetts
Executive Office of Health and Human Services
Department of Public Health
Division of Health Professions Licensure

MITT ROMNEY
GOVERNOR
KERRY HEALEY Board of Registration in Pharmacy
HIEUTENANT SOVERNOR 239 Causeway Street, Suite 200, Boston, MA 02114,
T . Y (800) 414-0168 (office) / 617-973-0083 (fax}eCEived
PAUL J. COTE, JR. http://www.mass.gov/reg/boards/ph APR 255 2006

JEAN K. PONTIKAS

DIREGTOR BOARD OF
PETITION FOR A WAIVER OF THE PROVISIONS OF 24bHARMACY

LICENSURE OF A PHARMACY AND OR PHARMACY DEPARTMENT

Application to be completed by the registered pharmacist who is or shall be responsible for the management
and operation of the pharmacy and or pharmacy department.

Pursuant to 247 CMR (14.01), I hereby apply for a special or limited use pharmacy or pharmacy department
permit because the type of pharmacy practice is of a special, limited or unusual nature as compared to regular
pharmacy services.

Name of pharmécy and or pharmacy department: Ameridose, LLC

Location: 50 Fountain Street, Framingham, MA 01702 -

Phone number: 508-656-2653

Contact Person: Sophia Pasedis, RPh, PharmD

Please use separate sheets to ¢ompleté the following and attach sheets to application:

1. List the regulatory requirements(s) for which a waiver is requested and provide an explanation as to why
each regulation should not apply to the pharmacy/pharmacy department.

2. Explain the compelling public interest that would be served by the granting of a waiver.
3. Explain why adherence to the regulation(s) would be impractical and unduly burdensome.

4. Include a comprehensive statement of the policies and procedures of the proposed operation, including
‘Safeguards to protect the public health, welfare and safety. 7 T

Before acting upon any petition the Board may require the applicant to personally appear before the Board to
answer questions that would enable the Board to determine that the issuance of a permit would be in the best
mterest of the public health, welfare and safety and adherence to 247 CMR would be unreasonable.




Upon the granting of a waiver and issuance of a special or limited-use permit, the Board will issue a written
finding that recites the specific Board regulations(s) which are being waived, the reasons the Board is waiving
“the regulation(s) at issue, and lists and contingent restrictions under which the pharmacy or pharmacy
. department may operate.

I declare that the statement and answered herem-contained are true and ate made under the pains and penalties
of perjury.

S A 06

Signatu}é of phannacifsf/ manager of record Date :




Pedtion for a Waiver of the Provisions of 247 icensure of a
Pharmacy and or Pharmacy Department

1. List the regulatory requirements(s) for which a waiver is requested and provide an explanation as fo why each regulation
shonld not apply to the pharmacy{ pharmacy departrment.

247 CMR 6.02 (4) — The pharmacy or pharmacy department shall maintain on premise at all times
a sufficient vatiety and supply of medicinal chemicals and preparations which are necessaty to
compound and dispense commonly prescmbed mediations in accordance with the usual needs of

the community

We are requesting a waiver to the above provision. It is our opinion that Ameridose’s phattmacy
practice is of a special limited or unusual nature compared to the regulat retail pharmacy.

2. Explain the compelfing public interest that would be served by the granting of a warver.

Ameridose serves the public interest by offetin

We do not intend

dispense all P p ¥y
Rather, we will be a conduit to improved patient care and safety by offering high quality -
medications to the above entities subject to factors such as beyond use dating and other safety

considerations.

The need for our services has spawned from the rapidly changing regulatory environment which
the pharmacy departments and chmcs are now tasked to manage, mcludmg jCAHO and USP

------

requirements. As a resultg
Our trained registered phar.maclsts and certified technicians will be able to Coficéntrate dr™
preparing the highest quality medications, while our clients will be freed up to focus on the needs
and care of their patients, which is what they do best. The services provided by Ameridose to
healthcare institutions, clinics and physicians across the Commonwealth is urgently needed and
will absolutely enhance publc health, welfare and safety.

3. Explain why adberence to the regulation(s) wonld be impractical and unduly burdensome.

~ The regulation in question is impractical and unduly burdensome in this instance - we will be
unable to offer all presctiption medications typically found in a retail phatmacy and/or available

from a wholesaler. Due to the speclahzed nature of the eqmpment facilitfes and personnel

requited to provide ot ' 1

plan to dlspense at Amendose are readﬂy available in the local
community.

und in a typical retail pharmacy setfing.




4. Inchude o -mmprebemiz)e statement of the policies and procedures of the proposed operation, including
Safegiards fo profect the public bealth, welfare and safefy.

Ameridose has developed and shall maintain a complete set of Standard Opetating Procedures

" Chapters include: Guidelines for Preparations, Facilities and Cleaning Proceduzes,

t and Supplies, Pharmacy Practice, Sterilization and Depyrogenation and Quality
Assuzrance/ Quality Control. All of these SOPs shall be reviewed and followed by all pharmacists
and technicians on an ongoeing basis. Ameridose has developed and shall maintain a company-
wide Quality Assurance Program. This program shall insure real-time improvetnents to out
operations on a continual basis. :

Ameridose’s “above and beyond mentality” shall insure that safeguards are always in place to
protect the public health, welfate and safety. :



